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DEFINITIONS & ABBREVIATIONS

Definitions

Medical Device

Labelling

Medical Devices
National Registry
(MDNR)

National Registry
Number

means any instrument, apparatus, implement, machine, appliance,
implant, in vitro reagent or calibrator, software, material or other
similar or related article:

A. Intended by the manufacturer to be used, alone or in
combination, for human beings for one or more of the specific
purpose(s) of:

o Diagnosis, prevention, monitoring, treatment or
alleviation of disease,

o Diagnosis, monitoring, treatment, alleviation of or
compensation for an injury or handicap,

o Investigation, replacement, modification, or support of the
anatomy or of a physiological process,

o Supporting or sustaining life,

o Control of conception,

o Disinfection of medical devices,

o Providing information for medical or diagnostic purposes
by means of in vitro examination of specimens derived
from the human body;

and
B. Which does not achieve its primary intended action in or on

the human body by pharmacological, immunological or
metabolic means, but which may be assisted in its intended
function by such means.

means written, printed or graphic matter

A
B.

C.

Affixed to a product or any of its containers or wrappers.
Information accompanying a product, related to
identification, technical description.

Information accompanying a product, related to its use, but
excluding shipping documents.

is the database of registered establishments and the medical devices
they manufacture, import, or distribute.

means the number issued to a person by the SFDA under the
establishment registration provisions of the Medical Devices Interim
Regulation.
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Abbreviations

KSA
SFDA
MDS
MDIL
MOl

Kingdom of Saudi Arabia

Saudi Food and Drug Authority
Medical Devices Sector

Medical Devices Importation License
Ministry of Interior
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INTRODUCTION

Purpose

The purpose of this guidance is to clarify the requirements for importation of medical devices and
non-medical 1VVDs intended for educational or non-clinical research purposes.

Scope

A. This guidance is applicable to the following products imported for educational or non-clinical
research purposes:
o Medical devices (including 1VDs)
o Non-medical 1VDs

excluding the following:

o Radioactive materials

o Chemicals used in medical devices applications

o Precursors

o Products containing any of the components identified in “Chemical Weapons Convention”.

B. This guidance is applicable to the following parties:
o Importers
o Healthcare providers
o Educational facilities and research centers
o Researchers

Background

In accordance with “Medical Devices Interim Regulation” issued by the SFDA Board of Directors
decree No. (1-8-1429) and dated 29/12/1429 H, stipulating that medical devices may be placed on
the market and/or put into service only if they comply with the applicable provisions of the Medical
Devices Interim Regulation, as signified by the SFDA issuing the manufacturer with a written
marketing authorization. Medical devices that may access KSA for the purposes of educational or
non-clinical research are exempt from marketing authorization requirements according to the
requirements specified in this guidance document.

And in accordance with “The Law of Saudi Food and Drug Authority” issued by the Royal Decree
No.(M/6) and dated 25/1/1428 H, SFDA/MDS undertakes the responsibility of issuing importation
license and shipment clearance for non-medical 1VDs imported for educational or non-clinical
research purposes according to the requirements specified in this guidance document.
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REQUIREMENTS

General

Prerequisite

Submitting to
SFDA

Shipment
Clearance at the
Ports of Entry

Responsibility of
Importers and
Beneficiaries

Medical devices and non-medical 1VDs intended for educational or
non-clinical research purposes shall NOT be imported unless MDIL
is obtained from SFDA/MDS.

Before applying for MDIL, importers shall be in possession of
establishment National Registry Number issued by SFDA/MDS,
excluding researchers importing for their personal use.

o Applicant shall submit the documents specified in section (A) of
"REQUIRED DOCUMENTS” electronically via Research
Products Importation License portion on the SFDA’s website.
Once satisfied, SFDA will send the MDIL.

o If the product contains any component under MOI control, the
MDIL will be conditional to MOI approval. In this case, SFDA
will refer the request to MOI and provide the reference number to
the applicant for follow up.

o For the purpose of shipment clearance at the ports of entry, the
applicant shall submit the documents specified in section (B) of
"REQUIRED DOCUMENTS".

o Each shipment that requires specific temperature for
transportation and/or storage, according to the manufacturer
instructions, shall contain temperature indicator activated from
the time of shipping.

A. The beneficiaries shall abide by the provisions of “Attestation
Form for Beneficiaries of Research Products” (Annex 2).

B. The importers shall abide by the provisions of “Attestation Form
for Importers of Research Products” (Annex 3).
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REQUIRED DOCUMENTS

Required Documents Sample
A. Required Documents for MDIL
() General
1 | Application Form for See e See points (2) and (3) of
Importation of Research Annex 1 "REQUIREMENTS” in this document
Products
2 | Copy of labelling - e Itincludes:
- affixed label on the product or any
of its containers or wrappers
- instructions for use (IFU)

o Labelling shall indicate the product is
for educational or non-clinical research
use only

o If the labelling does NOT indicate the
product is for educational or non-
clinical research use only, the
“Attestation Form for Beneficiaries of
Research Products” (Annex 2) shall be
provided.

3 | Copy of the Bill Of Lading - o Ifany
(B/L) or the Air Wayhill
(AWB)
4 | Copy of Purchase Invoice - e [f not available, Pro Forma shall be
provided

o |t shall be stamped by the concerned
authority for trade in the country of
origin (if applicable)

e It shall include detailed description of
the shipment, quantity, expiration date
(if applicable), model/part number and
lot/serial number

5 | Copy of the Country of -
Origin Certificate * Ifany
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10

11

12

13

14

Copy of the Purchase Order
(PO) from the beneficiary

Attestation Form for
Beneficiaries of Research
Products

Attestation Form for
Importers of Research
Products

Copy ID / Igama

See
Annex 2

See
Annex 3

It shall be stamped by the concerned
authority for trade in the country of
origin.

It is NOT required if the product is
imported by the beneficiary

It is NOT required if the labelling
indicates the product is for educational
or non-clinical research use only

It is required if the labelling does NOT
indicate the product is for educational
or non-clinical research use only

It shall be signed and stamped

It shall be signed and stamped

It is required if the product is imported
for the researcher’s personal use

(1) If the product contains any component under MOI control
(SFDA determines whether the product is subject to MOI control or not)

Civil Defense License for the
warehouse

Storage warehouse location
(Sketch)

Component details in terms
of weight or volume

A form indicates the already
cleared, dispensed and
remaining quantity in the
warehouse

Clearance Application form
MOI

It can be
obtained

from MOI

B. Required Documents for Shipments Clearance

15

Copy of MDIL
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It shall be valid

The warehouse activity shall be
“Chemical Materials”

The license shall pertain to the
importer. For leased warehouses, a
valid lease contract shall be provided
together with the owner’s civil defense
license

It shall be issued by the manufacturer
Measuring unit shall be in Kilogram or
Liter

It shall be signed and stamped by a
representative of the importer

It shall be signed and stamped by a
representative of the importer

It shall be valid



16 | Original Purchase Invoice

17 | Original Country of Origin
Certificate
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It shall include the invoice number,
manufacturer’s name, detailed
description of the shipment including
the name of each product, quantity, unit
price, model/part number and lot/serial
number

It shall be stamped by the concerned
authority for trade in the country of
origin



FLOWCHART

| Start |

The imported product shall be a
medical device (including Medical
1VDs) and/or non-medical 1VDs

)

Importation shall be intended for
educational or non-clinical research
purposes

I

The importers shall be in possession
of establishment National Registry
Number issued by SFDA/MDS .
Researchers importing for their
personal use are exempt.

-

Applicant shall submit the documents specified in
section (1) of "REQUIRED DOCUMENTS”
electronically via Research Products Importation
License portion on the SFDA’s website. Once
satisfied, SFDA will send the MDIL.

.

Doesthe
product contain any ~
component under MOI control?

A

needs.

Once satisfied, SFDA will send an
MDIL to the applicant’s email. The
MDIL will be valid for 90 days and
could be issued to cover the annual

~~_(SFDA determines whether the product is_~
No b subject to MOI e Yes
control or not)

Provide the documents specified in
section (I1) of
"REQUIRED DOCUMENTS”

I

Once satisfied, SFDA will send an

MDIL to the applicant’s email. The

MDIL will be valid for 90 days and

could be issued to cover the annual
needs.

The MDIL will be conditional to
MOI approval. In this case, SFDA
will refer the request to MOI and
provide the reference number to the
applicant for the follow up

For the purpose of shipment clearance at the ports
of entry, the applicant shall submit the documents
specified in section (B) of "REQUIRED
DOCUMENTS".

v

The importer shall abide by the provisions of
“Attestation Form for Importers of Research
Products” (Annex 3)

End
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ANNEXES
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Annex 1
Application Form for Importation of Research Products
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Annex 2
Attestation Form for Beneficiaries of Research Products
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Annex 3
Attestation Form for Importers of Research Products

died| olmiid| g3 y9tusy ol waddl 7394

ey Golad Jow g 3 g/ i jo 45y s gt
Oliiadt ol ¢ 2 (<BLE

SRS Gl 9all/3 ) g3Lat B B3 180

paall Al daaod! Ao padf 3gadl dae 55930l fu 5, 9ilat) 3, p

\

Y

:‘"JS—YL.'..L@.‘I:A."L Adie 3oy e dealdll

A gl yolacdly o g pild Adslas ) 9all/5 ) g3LAN B B3l ) Al 3 ghy O

bl ASs ;a1 Oluo 93 9 &l gl g slaal) Zelall gl Oldlate cuws oo 330t g Jad1 do gy dlel yo
LY pad day (o 3R OIS pliay) ae

Aloalin) puaidsy Led)y el gi o Mall dodall Olacdall) L3 ausind ¥ Olaiied! Oy i8]
9l A Mall Clelasiud piiadl belass e LB pady (dadd Ledall) g Gimdl Jlaedl le
Byglama sge ST g Ande gi Bymdie gi Byde dge GT e (G ohmd W mall S8 B3, el 3 gl O
Jao ol ddie gt Laded) Balgd g 5, 45lal) Juwoi Hlas|

e 2 L gl pue I ABLLYL alai (pe Baygadl (212N B sl st 0 gllactl 3 gad) alasi
s 8 5 9Solall Ml gedl Alusiul s o (o Al Sl 1BV pex Sl g S hawaiddl (SLe Y
i (e D39 S OB AN il G2 Lgelasiul gl 3 ¥ ()

Diloe g Leole O3labe Jantls (uallatt s 5% oi

Sl b O3] s B 3 s iet) Adall Olaiiadl g 53¢ 20Me) of Adles ile T Hlus) pue

TR V-wi (P RC=CN-A (B RPN =N

19 puned) (oSl
gl auall
e Yo | At
sy L1

Page 15 of 15

A
.Y



