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The distribution of pharmaceutical
products in Oman is subject to the supervision of the Ministry of Health of Oman (‘MOH’). As a
consequence of its membership of the World Health Organisation (‘WHO’), the availability of a
pharmaceutical product is determined by whether that product has been registered with the MOH.
Registration is routinely conducted by the MOH’s Directorate General for Pharmaceutical Products and
involves an assessment of the purpose of the product, the country of origin, likely demand of that product,
and whether a similar product is already available in the market and elsewhere across the GCC.

 

Registration
Pharmaceutical registration is commonly carried out by the product manufacturer’s registered
agent/distributor licensed in Oman. The reason for the manufacturer’s registered agent undertaking the
registration process relates mainly to the requirements of Oman’s foreign capital investment legislation,
which requires any foreign entity that proposes to conduct business in Oman to incorporate a legal entity
or appoint a local entity to import the products into Oman on its behalf. While the local agent submits the
application to the MOH and is considered the applicant and local sponsor for the registration, the foreign
manufacturer/marketing authorisation holder in the country of origin is considered the marketing
authorisation holder in Oman, once registration is approved. The requirements for registration of a
pharmaceutical in Oman include the completion of an application and product dossier containing such
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things as the certificate of Good Manufacturing Practices (‘GMP’) and certificate of pharmaceutical product
(‘CPP’), pricing related data, as well as quality, non-clinical, and clinical data.

In Oman, there are regulations to protect test data and other data concerning safety and efficacy
submitted to government authorities at the time of seeking approval of pharmaceutical and/or agricultural
products.

 

‘Named Patient’ Supply
The MOH maintains a list of product registrations that specifies the name of the product manufacturer and
registered distributor of that product in Oman. If a product is not so listed, it will not be permitted for
distribution in Oman. In exceptional circumstances, however, a manufacturer can obtain special
permission to import a pharmaceutical product into Oman if the MOH is made aware of a specific demand
to treat a certain category of patients and there are no other appropriate pharmaceutical products in the
local market to treat those patients. In essence, this is an approval to import the product on a ‘named
patient’ basis. Before the product can be permitted for importation under such a scheme, the product must
have been prescribed for the treatment of rare or exceptional medical conditions; importation into Oman is
generally made easier if that product has already been approved for use by other WHO members including
UK, USA, and countries in Western Europe.

 

Pricing
Pricing of pharmaceutical drugs is governed by the Law Regulating the Practice of the Pharmacy Profession
and Pharmaceutical Establishments, as well as a series of Ministerial decisions (together, the ‘Price Control
Regulations’). The Technical Committee within the Department of the Directorate General of
Pharmaceutical Affairs and Drug Control determines the pricing of pharmaceuticals in accordance with
such regulations. The registration process involves providing the following pricing information:

price of manufacture in country of origin;1.
wholesale price in country of origin;2.
selling price in country of origin;3.
suggested import price to Oman in currency of the country of origin and United States Dollars; and4.
suggested import price of the distribution to other GCC countries at the time of registration or copy of5.
the official price list in the relevant GCC country

Discretion is afforded to the Technical Committee to approve or reject the price put forward at the time of
registration. In particular, the Technical Committee will review the sale price of the drugs in light of its
guidance, which states that the sale price shall be based on the port price of arrival (cost, insurance and
price), which has been approved by the Technical Committee, plus a profit margin.

 

Advertising
Media content that is disseminated in Oman is subject to various laws and regulations. Omani laws prohibit
the publication of advertisements concerning medicines and pharmaceutical products except with
approval from the MOH. The definition of ‘advertising’ under the applicable law includes newspaper
advertisements or other printed advertisements. The concept of digital advertising was not in the minds of



the draftsman and policymakers when the relevant law was issued in 1984, but it is recognised and
accepted that the permission required from the MOH will extend to any form of healthcare/pharmaceutical
advertising, including digital form.

 

Public Tenders
Pharmaceuticals offered through public tenders in Oman are selected based on multiple factors, including
whether the product is registered with the MOH, previous experience, and the prices offered. While the
Omani procurement procedures favour pharmaceuticals registered with the MOH, non-registered medicine
may be accepted in public tenders if the price of the non-registered medicine is more favourable.

 

Al Tamimi & Company’s Healthcare Practice in Oman regularly advises on laws and regulations impacting
the healthcare sector. For further information please contact healthcare@tamimi.com.
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