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Bio-Standards was established in 2010 as a regulatory consultant
specialized in product registration with the Saudi Food & Drug
Authority (SFDA) and Saudi Standards Organization (SASO), and
local market access for international manufacturers of Medical
Devices, Pharmaceuticals, Cosmetics, Food, Feeds, and Pesticides.
Bio-Standards also provides matchmaoking services between
international manufacturers and local distributors. We are proudly
serving more than 700 clients and has registered more than 120,000
poroducts.
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MEDICAL DEVICE REGISTRATION WITH SAUDI FDA

% Overview

The Saudi Food and Drug Authority (SFDA)

was established under the Council of Ministers resolution no (1)
dated 1424/01/07 H, as aon independent body corporate thot
directly reports to The President of Council of Ministers.

The Authority's mission is protecting the community through
regulations and effective controls to ensure the safety of food,
drugs, medical devices, cosmetics, pesticides, and feed.

The main purpose of the SFDA is to regulate, oversee, and control
food, drug, and medical devices, as well as to set mandatory
standard specifications thereof, whether they are imported or
locally manufactured. Moreover, the SFDA is in charge of
consumers awareness on all matters related to food, drug, and
medical devices and all other products and supplies.
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The relationship between an Authorized Representative (AR)
ond the Legal Manufacturer (LM) is the cornerstone of
medical device complionce, particularly in regions like
middle east and Saudi Arabia. This guide offers a concise
overview of the AR appointment process and its interaction
with the LM, focusing on roles, responsibilities, and
regulatory requirements.
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What is
an Authorized Representative (AR)?
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An Authorized Representative acts as a local point of contact between the regulatory authority
aond the Legal Manufacturer. This is especially crucial for overseas manufacturers aiming to

market medical devices in countries where local representation is mandated.

the '
regulatory @----------ooooooooooo
authority

Key Functions of the AR:

|

0 Facilitating regulatory submissions.

Maintaining compliance with local
0 regulations.

0 Addressing inquiries or audits from QI:IN

regulatory bodies.

the
P RERGEEETEREEEE e Legal
. Manufacturer

The Role of
the Legal Manufacturer (LM)

The Legal Manufacturer is the entity responsible for designing, manufacturing, and ensuring

the safety and performance of a medical device. Collaborating with an AR ensures that their

MEDICAL DEVICE REGISTRATION WITH SAUDI FDA

products meet regulatory requirements in the Saudi market.

Key Responsibilities of the Legal Manufacturer:

= ©

Providing accurate Ensuring complionce Supporting the AR
technical with applicable with information for
documentation. standards & regulations. registration.
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The AR
and LM Partnership

The AR-LM relationship is defined by transparency, collaboration, and adherence to regulatory

standards. A clear division of responsibilities and effective communication is essential.

Steps in the Authorized Representative License Process:

1. Agreement Establishment:
Drafting a written agreement defining roles, responsibilities, and confidentiality clauses.
2. Registration:
The AR submits applications to the local regulatory authority, ensuring all documents comply
with national requirements.
3. Ongoing Compliance:
The AR monitors the device's market performance and coordinates post-market surveillance

activities with the LM.

The Apostille Process
and Non-Hague Convention Countries

The apostille process is used to authenticate documents for use in countries that are part of
the Hague Apostille Convention. It simplifies international document validation by certifying

their authenticity without requiring further legalization by consulates.

MEDICAL DEVICE REGISTRATION WITH SAUDI FDA

Steps in the Apostille Process:

1- Obtain the
original document
or certified copy.

2- Have the v/ 3- Submit the document to
@ document notarized the designated authority
for apostille certification.

if required.
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MEDICAL DEVICE REGISTRATION WITH SAUDI FDA

When the LM is in a Non-Hague Convention Country: If the LM is based in a country that is not
a member of the Hague Convention, an alternative legalization process is required. This

typically involves:

1. Authentication by the issuing country's relevant authority (e.g,, Ministry of Foreign Affairs).
2. Legalization by the embassy or consulate of the target country.

3. Translation of the document into the required longuage if necessary.

This additional process ensures the documents are legally recognized in the target market,

albeit with more steps and time required.

A successful Authorized Representative and Legal
manufacturer collaboration ensures smooth market entry,
sustained compliance, and regulatory peace of mind. For
Legal manufacturers, selecting a reliable Authorized
Representative in Saudi Arabia is a critical decision, while
Authorized Representatives must maintain robust processes

to meet regulatory obligations.
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Let Bio-Standards Help You

Our regulatory experts at Bio-Standards are equipped to:
Assess your product’s classification potential
Prepare complete and compliant PCS files

+ Communicate directly with SFDA on your behalf

+  Save you time, avoid rejections, and reduce risk

Let's talk

Bio-Standards - Medical Device Regulatory Experts
= info@bio-standards.com

x wwwbio-standards.com

in Bio-Standards

¢ Riyadh, Saudi Arabia
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Disclaimer

Bio-standards declare that the information provided in this E-Book gathered from
the official Saudi Food and Drug Authority (SFDA) website and supported with the
issued SFDA's guidelines and regulations. You must not rely on the information in
this E-book as an alternative to the Saudi Food and Drug Authority (SFDA)

published regulations.

1. Licence to use this E-Book

Subject to your compliance with the restrictions below and the other terms of this
disclaimer, we grant to you o worldwide non-exclusive non-transferable licence to
download a copy of this E-Book. You must not in any circumstances:

() Sell, license, sub-license, rent, transfer, distribute or redistribute this E-book or
any part of it.

(b) Edit, modify, adapt, or alter the E-book or any part of it.

(c) Use of this E-Book or any part of it in any way that is unlawful or in breach of any
person’'s legal rights under any applicable law, or in any way that is offensive,
indecent, discriminatory, or otherwise objectionable.

(d) Use of the E-book or any part of the E-book to compete with us, whether directly
or indirectly.

(e) Use the E-book or any part of the E-book for a commercial purpose.

You must retain, and must not delete, obscure, or remove, all or any copyright
notices and other proprietary notices in this E-Book.

The rights granted to you by this disclaimer are personal to you, and you must not

permit any third party to exercise these rights.

2. Limited Warranties

Whilst we endeavour to ensure that the information in this E-Book is correct, we do
not warrant or represent its completeness or accuracy.

We do not warrant or represent that the use of this E-Book will lead to any
particular outcome or result.

To the maximum extent permitted by applicable law and subject to Section 3 below,
we exclude all representations, warranties, and conditions relating to this E-Book

and the use of this E-Book.
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3. Limitations and exclusions of liability

Nothing in this disclaimer will:

a) limit or exclude our or your liability for fraud or froudulent misrepresentation.
b) limit any of our or your liobilities in any way that is not permitted under
applicable law.

c) exclude any of our or your liabilities that may not be excluded under applicable
law.

d) The limitations and exclusions of liability set out in this Section and elsewhere in
this disclaimer.

e) We will not be lioble to you in respect of any losses arising out of any event or
events beyond our reasonable control.

f) We will not be lioble to you in respect of any loss or corruption of any dataq,

database, or software.

4. Trademarks

a) Bio-Standards, our logo, and tagline are trademarks belonging to Bio-Standards
LLC. We give no permission for the use of these trademarks, and such use may
constitute an infringement of our rights.

b) The other registered and unregistered trademarks or service marks in the
E-book are the property of their respective owners. Unless stated otherwise, we do
not endorse and are not aoffiliated with any of the holders of any such rights and as

such we cannot grant any license to exercise such rights.

5. Digital rights management
You acknowledge that this E-Book is protected by digital rights management
technology, and that we may use this technology to enforce the terms of this

disclaimer.

6. Pirate copies
If you have received a copy of this E-book from any source other than us or, then
that copy is a pirate copy. If this has happened to you, please let us know by email

to info@bio-standards.com

7. Governing law

This disclaimer shall be governed by and construed in accordance with Saudi law.
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Bio-Standards

Bio-Standards® has the right skillset and technical
knowledge to support you with your regulatory and
registration needs with the Saudi Food & Drug Authority
(SFDA).

Q@ Kingdom of Saudi Arabia = info@bio-standards.com

& +966 558 100 990 kR www.bio-standards.com

4578 Al Imam Abdullah lon Saud Ibn Abdul Aziz Branch Road Al Shohda District | Unit No 17,
Riyadh 6862-13241 Kingdom of Saudi Arabia
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