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Requirements for Medical Device and Drug Registration with the Saudi Food and Drug
(Authority (SFDA

the registration of medical devices and pharmaceuticals with the Saudi Food and Drug Authority

is a fundamental step prior to placing products on the Saudi market. The authority aims to

ensure the safety, efficacy, and quality of products in compliance with applicable regulations

.and standards

While specific requirements vary depending on the product type and classification, there is a
.general regulatory framework that applies to both medical devices and pharmaceuticals

Medical Device Registration Requirements
Medical devices are registered based on their classification (low,
:medium, or high risk), and typically include

Establishment Registration

The manufacturer or supplier must be registered within SFDA)
systems. A local authorized representative is required if the
(company is based outside Saudi Arabia

Technical File Preparation

Quality and Conformity Certificates (Compliance with
(recognized quality management systems such as ISO 13485

Labeling and Instructions for Use

Pharmaceutical Registration Requirements
Pharmaceutical products are subject to more stringent
:requirements due to their sensitive nature, including

Establishment and Product Registration
®  Registration of the pharmaceutical company within
SFDA systems

® Submission of the application through the approved

electronic platform

(Scientific Dossier (CTD / eCTD

(Manufacturing Requirements (GMP

Supporting Certificates
Such as the Certificate of Pharmaceutical Product (CPP), where
.applicable

Pricing and Review

The registration process with SFDA relies on three main pillars:

e A complete and well-prepared technical dossier

e Valid quality and conformity certifications

e Full compliance with regulatory requirements and guidelines

A professionally prepared file from the outset is the most critical factor in ensuring successful

registration from the first submission.



