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SAUDI ARABIA MEDICAL DEVICE REGULATORY MAP

A practical orientation for global RA teams entering Saudi Arabia

 START HERE: WHAT IS THE PRODUCT IN SAUDI ARABIA?

o Confirm the SFDA regulatory identity
Determine whether the product is a medical device under
SFDA rules, identify intended use and claims, and classify
the device using SFDA classification rules. The manufacturer
classifies using the highest applicable risk rule.
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Choose the Saudi route
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Lighter review path More evidence required Heavy review Most demanding path

Lower-risk devices still need Technical and labeling Clinical and product-specific Highest-risk devices face

SFDA-compliant classification sciutiny inersase: videnica deepen. the strongest premarket
and authorization. burden.

Build the Saudi market-access infrastructure
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Local representative MDEL MDMA MDNR + UDI
Set up the manufacturer’s Establishments such as Plan the Medical Devices Build national-registry,
authorized representative / importers, distributors, and Marketing Authorization listing, and SAUDI-DI /
liaison arrangements. ARs need medical-device submission for products to UDI readiness.
establishment licensing. be marketed in the Kingdom.

o Build the evidence stack

Technical / V&V Clinical /
Bench, software, performance
EMC, biocompatibity,

Administrative Quality / QMS
Supplier and

Labeling / UDI

R Labeling file, UDI
linical evaluation readiness, and
steriization as and product-specific o

ct localization strateg
applicable. evidence. g

RATRAP TO AVOID STRATEGIC INSIGHT

Do not assume other markets’ approvals alone @ Saudi execution succeeds when establishment

make a product ready for Saudi launch. licensing, MDMA, UDI, and import readiness
move in parallel.

manufacturing
readiness.
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SAUDI ARABIA MEDICAL DEVICE: HOW THE WORK
ACTUALLY FLOWS

From classification to launch — where the decision points and real-world friction sit

Q Program flow
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Scope product Classify Set up local Build dossier Submit MDMA UDI /listing / Launch +
Define intended use Apply SFDA i eServices port setup post-market
and product family classification Appoint an AR authorized documentation, d ign SAUDI-DI / UDI, Launch, maint;
(Class A-D) representative and evidence, and labeling until decision list in MDNR, and set up compliance, and
establshment importprocesses reportas required

9 What gets heavier as the class rises?
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QS Pathway intensity Bempt/lowest ® Moderte @ ligst ®o0eee
1l  Evidence intensity Basic . Moderate High coe Veyhgh eeoee
Clinical / performance burden ~ Low . Moderate @ @ High oo Veryhigh ®e@o0®®
Q QMS readiness Basic . Moderate High eoo Veryhigh ®eee®
@ Post-market control L . Modere @@ Hger oeoe lghst eeeee
G Indicative route-based planning ranges
Planning ranges are Hopestone estimates, not authority promises.
@ CLASSA N 1-3 months
© CLASSB S 3-6 months
CLASS C 6-12 months
© cLAssD 9-15 months
o 3 6 9 2 15

Months

Exempt (Class A) devices may follow a notifcation pathway,
but must still meet all applicable requirements.

0 Labeling & launch essentials

Actual timelines vary by product, evidence, dossier qualty,
SFDA questions, and workload.

Classifiation MDMA Eralleimnt foeoing DI/ post-market
The manufacturer Products intended for R Prepare SAUDI-DI/ UDI
classifes the device the Saudi market need l el e S implementation and
using SFDA classification Medical Devices licensing under the (LILLULL launch-ready

rules and justifes the Marketing = lehsunde post-market

chosen rule and class Authorization processes.

-specific decision points

e Standards ]
= Mo =5 Product-specific Saudi Primary resources
SAR| st beconplted = | standadsand specil sfda.govsa
5D vithin 30 calendar @ rviemetsmey
days.

apply.

( A Confirm product-specific requi before { ]

y curent product-spes SFDA and your Saudi Authorized Repesentaive Notlegl adice.  © 2026 Hopestone Capital & Consulting |  Page 2 of 2




