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Operate legally. Win trust. Avoid delays.
MDS REQ 009 sets the licensing rules for medical device 
establishments in KSA. A valid license signals to regulators, 
hospitals, and partners that you’re operating safely and 
compliantly.
If you’re starting or scaling in KSA, this is your first green 
light.
Outcomes when you do this right:
• Smoother imports and market access (no last minute 

surprises)
• Stronger customer confidence and sales velocity

Why This Matters?

MDEL License

05

Pa
rt

ne
rs

 in
 C

om
pl

ia
nc

e



Who Needs a License 
(at a glance)

Not sure where you fit? Our quick scoping call maps your activities 
to the correct establishment type(s) in minutes.

If you are any of the following in KSA, you likely need an SFDA 
Establishment License:

01- Manufacturers 
(including local assembly/packaging/labelling)

We help you register your account on the SFDA PCS system to enable submissions.

02- Authorized Representatives (ARs)

03- Importers & Distributors, and Optical establishments

04- Warehouses 
(including third party storage arrangements)

05- Clinical Trials Verification entities

06- Conformity Assessment & QMS service providers (CABs)

07- Testing Laboratories

08- Quality Assurance & Radiological Measurements providers for 
health facilities

09- Medical Maintenance providers

10- Technical Consultation providers
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What SFDA 
Typically Looks For
Keep it simple. Be ready to evidence these fundamentals:
1. Legal presence and the right commercial activities.
2. GHAD account and establishment number.
3. Quality Management System (ISO 13485) suitability for your role (manufacturer / importer / 

distributor / AR…)
4. SOPs, aligned to SFDA requirements.
5. Traceability & PMS (NCMDR reporting, safety alerts, CAPA discipline).
6. Qualified personnel (e.g., Technical/Quality Managers, Radiation Protection Officer where 

applicable).

How Bio Standards 
Gets You Licensed

01.Assess 02.Prepare 03.Apply 04.Approve & Maintain

We confirm your 
e s t a b l i s h m e n t 
type(s), gaps vs. 
MDS REQ 009, and 
your QMS fit.

We develop/refresh 
essential artifacts: 
GHAD profile, role 
specific SOPs, 
traceability & PMS 
matrices, job 
descriptions, training 
logs.

We assemble and 
submit your GHAD 
application 
(establishment / 
branches / 
warehouses), 
coordinate with 
SFDA.

We guide post 
approval obligations 
(renewals, 
amendments, 
advertising 
approvals, PMS 
cadence) so you stay 
compliant.

We package these into a “licensing evidence pack” to accelerate review & inspections.
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What You Get 
Working With Us

Common Pitfalls (and how we avoid them)

• Clear roadmap: exact establishment type(s), documents, and next 
steps

• Regulator-ready document pack: SOPs, templates, and checklists 
tailored to your activity

• After license care: renewals, amendments, PMS & advertising support

Optional add-ons
Marketing Authorization (MDMA) strategy, UDI readiness, distributor 
onboarding, third party storage contracts, and maintenance licensing.

• QMS evidence not aligned with the declared role → We tailor scope 
and show practical implementation.

• Missing warehouse or third party storage coverage → We arrange 
the right licensing/contract route.

• Late renewals & unapproved advertising → We set a compliance 
calendar and pre clear promotional materials.
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Why Clients Choose Us

SFDA fees depend on establishment type Ready to move?

Riyadh based regulatory partner dedicated to medical devices in Saudi Arabia. We serve 
manufacturers, ARs, importers/distributors, and healthcare providers with:
• Establishment Licensing (MDS REQ 009)
• Authorized Representative (AR) services
• MDMA strategy and submissions
• PMS / NCMDR systems and reporting support
• Warehouse & third party storage licensing
• Quality & compliance 

• SFDA focused team with hands on GHAD experience
• Bilingual (Arabic/English) communication and documentation
• Templates that work: we keep it organized, and inspection ready
• Dedicated account lead and clear timelines

Fees & Next Steps 
(kept light)

About Bio-Standards

Quick 
scoping call

01

Document
 build

Gap list & 
timeline

02 03 04 05

Submission Approval & 
Onboarding
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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
     www.bio-standards.com
     Bio-Standards
     Riyadh, Saudi Arabia
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4578 Al Imam Abdullah Ibn Saud Ibn Abdul Aziz Branch Road Al Shohda District | Unit No 17, 
Riyadh 6862-13241 Kingdom of Saudi Arabia 


