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Basis for Medical device regulation
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Ministerial Decree No. 113/2020,

Issuing the Executive Regulation of the Law Governing the
Practice of the Pharmacy Profession and Pharmacy Enterprises
including Medical device Bylaws
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Development of the regulatory framework for
regulating medical Device
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Update Medical device Services launched
Online through MOH portal

Services https://moh.gov.om/en/services/?classification=2404&category=9285

https://moh.gov.om/en/services/?classification=24048&category=9285#content-2404 A kg

Ministry ™ Our Services ¥ Directorales & Hospilals ™ Health Promotion ™ Media Center ™ Statistics & Documents ™ EParticipation Contact Center

This service enables registered herbal medicine
companies to register a herbal medicine.

(D) View Details (3) Start Service

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

(D View Details (3) Start Service

This service enables you to register a herbal
pharmaceutical company.

(D View Details (3)Start Service

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

(D) 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 a registered herbal company orits
products.

(D View Details (=) Start Service

Register Health Products

This service enables you to register health
products.

(i) vView Details (=) Start Service

Submit Pharmacovigilance Documents

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

(i) 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.

(D) view Details (=) Start Service

Registration of Medical Device
Manufacturer
This service enables you to register medical

devices and supplies manufacturing
companies.

(D View Details (3) 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.

(D View Details (3)Start Service

Re-registration of Medical Device

This service enables you to re-register a
medical pharmaceutical device

() View Details (3) 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.

(D View Details (3) Start Service



https://moh.gov.om/en/services/?classification=2404&category=9285

1. Local
establishment
approval process

Medical device Online Services through MOH portal

=)

Activating the activity of selling medical

devices and supplies

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

(i) View Details (=) Start Service

Register Medical Device

The service enables the registration of a
medical device.

(1) View Details (=) Start Service

=)

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
cormpanies.

(i) View Details () Start Service

=)

2. Manufacturer and
Medical device
Registration process

|



Dear Sir/ Madam,

To ensure a smooth and efficient registration process, we have outlined the essential steps that must be followed as below by local agent:
1- Initial approval of Wholesale Activity:

Add Medical Device Wholesale Activity to the Commercial Register,

Then request initial approval through the following link
https://www.moh.gov.om/en/services/businesses/drug-safety-center/application-for-activation-of-medical-devices-and-supplies-activity/

2-  Local medical device establishment approval:
After obtaining the initial approval, the next step is to request local medical device establishment approval. through this link
https://www.moh.gov.om/en/services/businesses/drug-safety-center/apply-for-pharmacy-establishment-license/  (Choose Medical Device Establishment from drop down list)

3- Registration of Medical Device Manufacturer and supplies:
If your company operates as a local manufacturer or import the product through an overseas manufacturer of medical devices, you will need to review the requirements and complete the registration through
ministry of health portal by this link.

https://www.moh.gov.om/en/services/businesses/drug-safety-center/request-for-registration-of-medical-device-manufacturer/

4-  Registration of Medical device:

Once the local establishment is approved and manufacturer registered, you will need to proceed with medical device registration. through this link.
Throughout this process, there are several documents and approvals required at each stage, which must be prepared and submitted accurately.
https://www.moh.gov.om/en/services/businesses/drug-safety-center/request-for-registration-of-medical-device/

Mote that:

process is required in order to obtain approval and avoid any further delays in the importation process, and importer will be responsible for complete of registration process further

5- Reguest for non-registered medical devices
Throughout this process, there are several documents and approvals required at each stage, which must be prepared and submitted accurately.
https://www.moh.gov.om/en/services/businesses/drug-safety-center/application-for-import-of-non-registered-medical-device/

MNote:
1. Visit MOH /Drug Safety Center portal for follow up of any update via this link:

https://moh.sov.om/en/hospitals-directorates/directorates-and-centers-at-hq/drug-safety-center/




Circular No. 126/2025

Survey of local Medical Device &
Supplier companies

Started July 2025 and
ongoing
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the medical devices and supplies sector. we would = e ali = 3 ol Cleils 3

like to inform you that a survey campaign will be S R _“"’ DRI agh L $ o0 s
conducted for companies operating in this field in | laJ &8s ==33 £ Ualt 108 3 lelall Ol 007 Jell ztawe
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with the laws and regulations goverming medical
devices. and to support the market’s readiness to
adhere to regulatory systems.

All companies operating in this sector are required to | £l 355,.5 FUaSH 138 B lelall Sl==, 20 oy
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website.
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For any inquiries. please contact us at:
med-device@moh.gov.om

Thank you for your understanding and cooperation.

o _ Director General
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Circular No.161/2025

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

Class D device importation is

subject to their registration by

01-07-2026
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To All Medical Device Establishments

Afler Compliments.

camg s Agple A

Sub: commencement of Registration of High risk
Medical Devices and Supplies Manufacturers and
their products.
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In reference to the Ministerial Decision No. 113/2020 and
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-
and-centers-at-hg/drug-safetv-center/

For any queries, please contact the following email:

med-device@moh.gov.om

Ph. Ibrahim N

Y, DsC
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Drug Safety Center
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Circular No. 162/2025

Guidelines for the innovative
medical device

Guidance for Electronic Instruction

for Use
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Sub: Guidelines for the Innovative Medical Device
CGuidance and Guideline for Electronic Instructions
for Use .
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In reference to the Royal Decree No. 35/2015 which | 5 35e=¥1 laS 3 call 3201 5 )1 55 = il P
promulgated the law regulating the practice of the | Ay j. ..an OB 3 ela L e, Aokl cule kol
profession of pharmacy and pharmaceutical institutions s adla tall AgpVarall < salty Al 3 Asge

and the Ministerial Decision No. 113/2020 issuing the
executive regulations for the law regulating the practice
of the profession of pharmacy and pharmaceutical
institutions.

Towards the enactment of the medical device and
equipment regulation in Oman in accordance with the
above mentioned Ministerial Decision. we have
published draft guidelines about the Innovative Medical
Device Guidance and Guideline for Electronic
Instructions for Use . The draft guidelines is uploaded in
the MOH website and it is available

in the link:

https://moh.gov.om/en/hospitals-directorates/directorates-
and-centers-at-hg/drug-saftetyv-center/#Section 1

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:
med-device@moh.gov.om

Thank you for your understanding and cooperation.
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Circular No. 173/2025

Regulation of approval procedures
for medical device sale activities
for local establishments

All establishments importing
medical device must comply with
registering in the MOH portal
before 01-09-2025
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To All Medical Device Establishments

After Compliments,

sedms g dda Al

Sub: Regulation 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 activities 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 yvou 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 concerned parties are required to comply with the
above, in alignment with the Center’s requir 1s. to e the
continued practice of such aclivities in accordance with the
applicable regulations.

To access the DSC services on Ministry of Health website:
hips://moh.gov.om/en/hospitals-directorates/directorates-and-
centers-at-hq/drug-safety-centes/

For any queries, please contact the following email:

Med-devicei@moh.gov . om

el pas SIS AT 5a Dilel el palat Ll ol 5all Aahas S e e el A

Ao AN A G el Lo Wi, .«,.su,%bmu_h)h_.n,

el A 50 b VoA e Aamal Al T TRy cagle ai lay 20200113
st by aSaklal 3 g3

Facadl AWl sapat 5 Sl sses e RN pal mie CEES a5as -
Lledll SSladl e G )l seamn o e .)‘:ll..,v_cJu..h
26100 sy Opitandl JASE AS Ll

AT Ll A e A e e Gan ALl il e e -

e il Las lgaliay) Sub 0 ciual Cila 3Nl 5 5 gl 31 ol

PV S S e Cillal 5l sal e liGe U A el VIS GN 5 0E
Fgadall i Yl

Saadll 3 4t 531 Oy 9 Gieee B2 e L3 a8 a0l e Can g5 -
e - P S SR U PR L P RSRES JR  S TR
2025 et 1 fay I3 U8 S0

am S s eMal 55y L M1 VIS, s Bl gl e e Syt aaite
L Jpmmadl At 188 5 LU 30 ) Se 3 51 sdliesl Sfanial « 3 pal Cdlin.

el 3 M 3y A e 3 S sl Slaca I J g Sl
mt e B9 pall iy s Wi secall gocdaln M hittps://moh gov.om/ar
fel o3l he 35 5a/s ) 5 M ule

e ¥ e Jeal g o o6 ediied S S pe y Ja S

[ ==

i Med-device@moh.gov.om
LW R
72 —

Ph. Ibrahim Nasser Al Rashdi =~~~ .
Director General | = | ) =R

"/ DS

clgall Goides (5o
Drug Safety Cecter

PPIOAEAQ  .SLS - m’wovm \_s.ﬂ.q. Sy _15_\0...n Sl - biuuo AW o
PO. Box 393 Muscat - Postat Code’1°0 Tel 22357111 - Fax 22358489
& @DSCPHO Email: dscpho@moh.gov.om




Circular number 182/2021
(Risk Classification of

Medical Device )
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As part of the Ministry of Health's endeavor to start  <da3E.d o5 3aW Jias B exlldaall 5 ) g ane jdal A&
registering medical devices and supo;les n acfceordancef ETRSLTL P BRI SR JUSTRPI I L g DUEE PURFJRE UL )
with the law regulating the practice of the profession of ;_ ., 2L PR LW |
pharmacy and pharmaceutical institutions issued vide d..;:.ii, 20.15/35 ek SIS ';’h-;n‘)f-‘" “ﬁ_ <
Royal Decree No. 35/2015 and the executive regulations 2 331 393 420200113 "’_"JJ S >3
issued for the Law as per Ministerial Decision No. =93 Jaiad (b pm sall Ganen Zaudall 5 a1 ol Josic | 2ijen
113/2020, this is to inform all concerned that we have

classified the medical devices into different category as

shown in the table below:

| Severity Class Risk Level
Low Class A Class 1 Devices
General IVD (other ) Exempt IVD
Low- Moderate Class B All Class 11/ Class 1la
Self-test IVD
Moderate-High Class C Class ITh/ Class 111
Annex IT List B (IVD)
High Class D All other Class 111/ Class IV/ AIMD
Annex II List A (IVD)

et Jiast e Jaal il o s 4 hdiid Gl aga g Ja 8
For any queries, please contact the following email: med-devieg@moh.gov.om
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Risk Classification of Medical Device

Severity Class Risk Level
Class | Devices
Low Class A
General IVD (other) / Exempt IVD
All Class Il / Class lla
Low-Moderate Class B
Self-test IVD
_ Class Ilb / Class 11
Moderate-High Class C :
Annex Il List B (IVD)
All other Class 111 / Class IV /
High Class D AIMD

Annex Il List A (IVD)




Risk Classification

( It should be according to the country of origin jurisdiction)

Jurisdiction Type Class
I Nnon measure 8 non sterile

Is & Im
1ia
b
111
AlInVMD
SIvD

Self Test
List B
List A
Unclassified
Class | Exempt
MDD Class Il Exempt
]
11
i
Class | Exempt
Class Il Exempt
IvD ]
1n
(11
]
11
(11
v
I
n
111

MDD

EU & Australia

IvD

CANADA MD 2 IvVD

JAPAN MDE: IVD

nw




Risk Classification examples

High risk

>

Low risk







Thank You

Email; med-device@moh.gov.om

B} Drug Safety Centre portal; Nttps://moh.qov.om/en/hospitals-directorates/directorates-and-centers-
at-hg/drug-safety-center/
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