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FAQ's about SDR E-Platform

What is SDR E-Platform?

SDR is an electronic System which aims to facilitate the registration of medicinal, herbal and health products for both
Human & Veterinary use in Saudi Arabia, demonstration video Click Here

What are the benefits of SDR E-Platform?

The system provides the user with the opportunity to upload and technically validate the product files without visiting
the SFDA, receive alerts through the system on accepted main account in DENR, the option to respond to the SFDA
inquires, the possibility to edit products requests from the system, the possibility to request renewal of certificates, the
possibility of canceling registration of a product and applying for objection .

Who should use SDR?

Allthe companies that are interested in marketing drugs in Saudi Arabia and have accepted main account in DENR
What type of browsers are used for SDR?

Google Chrome V 35.0 and newer versions, Firefox V 30.0 and newer versions.

How to login for previous users?

Previous users can login using their accepted main account username and passwords from DENR system.

Who to contact if | need assistance?

For help please send an email to SDR.DRUG(@sfda.gov.sa, or contact the call center phone number: 19999
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FAQ’s about SDR E-Platform (Data Migration)

What is the option of Data Migration for a product?

This option allows the user to request to transfer data from old SDR to the SDRV 2.0
Isit possible to log in to E-SDR with the sub-account in SDR?
No, it is not possible to login with the sub-account. You can log in to E-SDR with the main account only.

How to apply for Data Migration?

For more info about how to apply for Data Migration please have a look at the user manual Click Here and the
migration process demonstration video Click Here

What are the products that can be migrated from the old SDR system?

Allrequest that complete the regulatory activities can be migrated to the new E-SDR, while requests that are still under
study inthe old system can be migrated after completion of their regulatory activities.

Is there any fees on Data Migration?

No, there is no fees on Data Migration.

How to register as a new user?

You need to register for a main account in the Drug Establishment National Registry (DENR) in order to access SDR.
Why do some products not appear in the new migration request page on E-SDR, even though it has completed all the
regulatory activities on SDR?

Inthis case, send an email to the following mail: SDR.Drug@sfda.gov.sa

And mention all the products that are not appearing in order to technically solve the issue.

Does the product migrate based on the last registration form data in SDR?

Yes, the product migrates based on the final form approved by SFDA, and if its status was "Certificate issued," whether
it was arenewal or variation request.

How to Migrate a product that has multiple strength and packing?

You must migrate one of the strengths as the main product; after that, the remaining strength and packaging can be

migrated as sub-product.
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Should the product be migrated with the same trade name that's registered in SDR?

No, the product should migrate after changing the trade name. It should be the trade name only without mentioning
the strength or the pharmaceutical form.

Is there a time limit to accept the migration requests by the SFDA?

Yes, migration requests are reviewed and finalized by the migration requests team within approximately 10 days.
What are the requirements if the SFDA modified the migration request data?

The system will check and highlight the data that has been modified by the SFDA. And the user can accept the
modifications by the SFDA or edit the modifications, giving reasons for these modifications.

When the SFDA updates a migration request, and the user does not take an action during the period sent to the e-
mail, what would be the request's status?

The system will automatically approve the modification by the SFDA after the deadline is sent by e-mail.

What are the actions that can be taken after data migration?

After the data migrates to E-SDR, renewal, variation requests and other Sup products can be submitted.

What is the appropriate procedure when there is a difference in the price in the certificate of E-SDR migration request
from the certificate issued by the old system?

In the case that the previous product certificate is valid, it is relied upon until its expiration. Once it is expired, it must go

through a renewal request in the new system.
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FAQ’s about SDR E-Platform (Product Registration)

How to register new products in SDR?
For more information about how to register new products please have a look at the user manual Click Here

What are the steps to register new products in SDR?

For more info about the steps to register new products please have a look at the user manual Click Here

How to register a product that has more than: (Package type / package size / pharmaceutical form /Strength)

The user canregister a product that has more than one Package type / package size/ pharmaceutical form /Strength,
under a single request number with different application numbers

Is it possible to cancel a product from SDR after registering the product?

Yes, it can be done, for more information about it please have a look at the user manual Click Here

How to pay for a request?

After filling the request details for registering a product, a SADAD number will be issued from SDR system to pay
through my business portal and the payment code is: 144

How to check the request status after the registration?

Request status can be checked under “all requests” tab

What is adding “Sub- Product” feature?

It is the possibility of adding pack size, new strength, new pharmaceutical form for a product that is already registered
inSDR

When can a company use adding “Sub- Product” feature?

A company can add “Sub- Product” after filling a request for a product the same way, following the same steps for
registering a new product in the user manual Click Here

Cananew package size be added for exempted products inthe E-SDR?

Yes, you can add a new package size for exempted products in E-SDR and if the sub product status is " witting for
upload file." For more info about the steps to register new products, please Click Here to look at the user manual.
Is it possible to review all product concentrations that are registered in the form?

Yes, it is possible to view all concentrations registered in the form in the "PDF" form.
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What is the process of answering an inquiry on a request?

Allinquires should be answered through SDR, and it will be visible for users after submitting all enquiries from all
departments, and it must be answered according to the regulatory framework for drug approvals.

What are the consequences of not answering an inquiry within time?

The request will be rejected.

Canwe get arefund after exceeding the limit of inquiry?

Unfortunately, the amount is nonrefundable, and the applicant must submit a new request.

FAQ's about SDR E-Platform (Uploading files)

Whento upload files?

Files are uploaded after submitting a request and paying the fees for the product, it will be shown in upload requests
page.

How to upload files in SDR?

Compressed files with “ZIP” extension, video to show the steps (click here)

What is the maximum size for files to upload?

The maximum size is 16 GB.

Is it possible to edit the application form after uploading the files?

No, you can not edit the application form once the file is uploaded.

What is the acceptable file format by SDR for Human Medicinal Product?

The file format accepted by SDR for Human Medicinal Product is "eCTD"

What is the acceptable file format by SDR for Veterinary Product?

The file format accepted by SDR for Veterinary Product is" CTD " or " Vnees"

What is the acceptabile file format by SDR for Herbal Product

The file format accepted by SDR for Herbal Product is" CTD "

How many times are allowed to complete files and upload them to SDR?

According to the regulatory framework for drug approvals you should reply within the time, taking into consideration

inquire sending date which was clarified on the notified circular that sent by DENR.
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FAQ’s about SDR E-Platform (Certificates)

What type of certificates issued in SDR?

O Certificate of Pharmaceutical Products Registration
O Certificate of Herbal Products Registration

O Certificate of Veterinary Product Registration

O Certificate of Free Sales

O Certificate of Pharmaceutical Products

Can the certificate be renewed before it expires?

Yes, the certificate can be renewed no later than 6 months before it expires.

How will the price of the exempted products be shown in the registration certificate?

The certificate will show the price without a specified number instead of O.

FAQ's about SDR E-Platform (General)

How to apply for a price objection?

A price objection can be submitted through E-SDR. For more information, please take a look at the user guide, Click
Here

Canladd a package size for a sub-product?

Yes, you can add a package size to a sub-product. To know more about how to add a package size, , please take a look
at the user guide, Click Here

How many Active Pharmaceutical Ingredients “API” can | add for one product?

You can add up to 50 Active Pharmaceutical Ingredients “API” to the product

How many strengths can | add to the product?

You can add up to 50 strengths to the product.
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