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circulars تعاميم

Guidance documents  اصدار الادلة
الارشادية

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

2020/113قرار وزاري رقم 

بإصدار اللائحة التنفيذية لقانون تنظيم مزاولة مهنة الصيدلة و المؤسسات الصيدلانية شاملة 
فصل تنظيم المستلزمات الطبية

Royal Decree No. 35/2015 بإصدار قانون تنظيم مزاولة مهنة الصيدلة وتنظيم المؤسسات الصيدلانية

Basis for Medical device regulation 



2015

2019

2020

بدء الافراج على الاجهزة واللوازم الطبية 
Start of Import control for medical 

devices 

2021

2022

Development of the regulatory framework for 

regulating medical Device

Pharmaceutical Affairs & Drug Control Regulations

للاجهزة الطبية بالتقييم الفني البدء 
Starting assessment of medical devices 

2023

2024

بإصدار قانون 35/2015مرسوم سلطاني رقم 

ت تنظيم مزاولة مهنة الصيدلة وتنظيم المؤسسا

الصيدلانية

Royal Decree No. 35/2015
The Law on Regulating the 

Profession of Pharmacology and 
Pharmaceutical Establishments

2020/113قرار وزاري رقم 

دلة بإصدار اللائحة التنفيذية لقانون تنظيم مزاولة مهنة الصي

و المؤسسات الصيدلانية شاملة فصل تنظيم المستلزمات 

الطبية
Ministerial Decree No. 113/2020

Issuing the Executive Regulation of the Law 

Governing the Practice of the Pharmacy 

Profession and Pharmacy Enterprises

Medical device Bylaws establishments

بدء الادراج على الاجهزة واللوازم الطبية 
Start o listing for medical devices  بدء اعمال اللجنة الفنية لتسحيل الاجهزة والمستلزمات

الطبية 
Starting Medical device registration 

committee

ونيةتفعيل بعض الخدمات الالكتر
Activate some Electronic 

service

2025

إصدار تعميم لبدء تسجيل الأجهزة 

عالية الخطورة 
Issuing the Registration 

Circular for High risk MD

C

C

تنظيم إجراءات الموافقة على أنشطة بيع الأجهزة

 Regulation ofالطبية للمنشآت المحلية

approval procedures for medical 
device sale activities for local 

establishments



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=2404&category=9285


2. Manufacturer and 

Medical device 

Registration process

1. Local 

establishment 

approval process

Medical device Online Services through MOH portal 





Circular No. 126/2025

Survey of local Medical Device & 

Supplier companies 

Started July 2025 and 

ongoing



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   



Circular No. 162/2025

Guidelines for the innovative 

medical device 

Guidance for Electronic Instruction 

for Use



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 



Circular number 182/2021 

(Risk Classification of 

Medical Device )



Risk Classification of Medical Device

Severity Class Risk Level

Low Class A
Class I Devices

General IVD (other) / Exempt IVD

Low-Moderate Class B
All Class II / Class IIa

Self-test IVD

Moderate-High Class C
Class IIb / Class III

Annex II List B (IVD)

High Class D

All other Class III / Class IV / 

AIMD

Annex II List A (IVD)



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

Risk Classification



Risk Classification examples 

A

B

C

D



Q&A



Thank You

🏢 Drug Safety Centre portal:

📧 Email: med-device@moh.gov.om

https://moh.gov.om/en/hospitals-directorates/directorates-and-centers-

at-hq/drug-safety-center/

mailto:med-device@moh.gov.om
https://moh.gov.om/en/hospitals-directorates/directorates-and-centers-at-hq/drug-safety-center
https://moh.gov.om/en/hospitals-directorates/directorates-and-centers-at-hq/drug-safety-center/

