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Saudi Food and Drug Authority

Vision and Mission

Vision

To be a leading international science-based regulator to protect and promote public health

Mission

Protecting the community through regulations and effective controls to ensure the safety
of food, drugs, medical devices, cosmetics, pesticides and feed
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INTRODUCTION

This guideline aims to explain the required procedures and steps followed by the Saudi Food and Drug

Authority (SFDA) to implement the prices of the registered pharmaceutical products after modifying the
old prices, in order to:
e Limiting the delay of some supply elements in the implementation of prices based on the new
packaging of the registered pharmaceuticals.
e Limiting the availability of these products with the old price.

e Guarantee the availability of these products at fair and affordable prices.

RELATED DOCUMENTS

e The Policy of appeal to Drug Sector Decisions.

e Pricing Rules for Pharmaceutical Products.

e Circular on Removing Drug Price Labels from Pharmaceutical Product Packages.

GENERAL PROVISIONS

e The company or its agent may submit an appeal to the decisions issued by Drug Sector, in

accordance with The Policy of appeal to Drug Sector Decisions.

e If period for considering the appeal has been passed without receiving a response from SFDA, the
issued decision will be implemented and the company must apply the new price.

e The company may directly apply the new price after the appeal is completed. However, a price re-
evaluation request could be submitted for a pharmaceutical product, in accordance with the Policy
of appeal to Drug Sector Decisions.

e |f a price reevaluation is requested for a pharmaceutical product, the company is obligated to sell
such product at the price approved by the SFDA until the request is decided.

e The SFDA may extend the period for implementing prices as it deems appropriate.
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IMPLEMENTING PROCEDURES

1. When a decision is issued to change the price of a registered pharmaceutical product, the company

or its agent is notified by SFDA through a letter (find attached a letter form), containing the

following:
e The new price of the pharmaceutical product.

e The price implementation period (180 days).

2. All appeal procedures fall within the original implementation period (180 days).

3. Upon expiry of the implementation period, the price is modified on the SFDA website, the IBRCS
(Importing, Batch-Release & Clearance System) and Drug Track and Trace System (RSD) are
updated accordingly, and no batch can be released at the old price. The company can import at the
old price before the price change if obtains the approval of the Import Department. Also, the
company should place a non-removable label with the new price (if the old price is printed on the
outer package) or following the price printing regulation (Circular on Removing Drug Price Labels
from Pharmaceutical Product Packages).

4. Companies must agree to place a non-removable label with the new price for the in-stock quantities
at the agent warehouses, pharmacies and retail stores (if the old price is printed on the outer

package) or to follow the price printing regulation when the price implementation period expires.
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Attachment: The letter of implementing the price
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Frequently Asked Questions

1. Does the term “days” mentioned in this procedures mean “business days”?

It means regular calendar days, not business days.

2. What are the procedures for submitting an appeal request?

The appeal procedures are according to the “Policy of Appeal to Drug Sector Decisions ".

3. When can the company submit an appeal?

As of the date of issuing the price implementation letter.

4. Does the price implementation letter include a pricing procedures?
Yes, as indicated in the letter form.

e If the old price is printed on the outer package:

5. Is a written approval from the SFDA required to place the new price label after the expiry
of the implementation period?
No written approval is required to place the new price label.

6. What are the label specifications?
The label must be non-removable and hide the old price.

7. Is the SFDA inspector required to conduct an inspecting visit after placing the approved
label?
Yes, the SFDA inspector is required to conduct a checking visit and inspect the quantities before

release.
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