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Introduction

Purpose

The purpose of this document is to specify and clarify the requirements of importation and
shipments clearance of medical devices/supplies.

Scope
This document applies to medical devices/supplies and their accessories to be imported.

Note: This document does not apply to the following:
- Medical imaging materials (MDS-REQ4)
- Particle accelerators for radioisotope genesis for medical applications (MDS-REQ4)
- Radioactive materials used in medical applications (MDS-REQ6)
- Minimally manipulated biological products intended for human application
- Spare parts of medical devices

A classification request for the products may be submitted through services of products
classification , in order to know whether they are subject to SFDA/MDS regulation or not

Background
SFDA has issued this document in reference to the following:

A. Atrticles (3), (6), (18), (11), (12), (13) and (20) of the "Law of Medical Devices and
Supplies™ and "Implementing Regulation of Medical Devices and Supplies Law".

B. Announcement No. (47084) dated 12/6/1440 H regarding to keeping the original required
documents of Shipment Clearance.

Page 3 of 44


https://www.sfda.gov.sa/sites/default/files/2022-08/MDS-REQ6E.pdf
http://pcs.sfda.gov.sa/
http://pcs.sfda.gov.sa/

Requirement

Importation for
Circulation of
Medical
Devices/Supplies

1 | Forimporting medical devices/supplies for the circulation purpose, the
following shall be obtained:

1) MDMA (see MDS-REQ1)
Notes:

2)
3)

4)

For importing medical device accessories, they shall have
a “Medical Devices/Supplies National Listing Number”
mentioned in the MDMA.

For importing refurbished medical devices, they shall have
MDMA after refurbishment, in addition to the previous
MDMA.

Importer License (See MDS-REQ9)

Importation License/Permission (in case of they are chemicals
classified as medical devices/supplies, including 1VDs),
according to:

It shall not contain any of the chemicals mentioned in the
the Chemical Weapons Convention.

The quantity to be imported shall be according to the
establishment’s needs for a period of one year.

Abiding by the provisions of declaration specified in
Annex (2)

Submitting the application via GHAD system with
providing the "Required Documents” - section (1).

Once satisfied, the SFDA issues an importation
license/permission, valid for (1) year, taking into account
the validity of the MDMA.

Approval for releasing shipment before it arrives at a port of
entry, according to:

The devices/supplies shall have an AR holding a valid
license, the importer can confirm this by contacting the
manufacturer or SFDA.

Complying with the “Medical Devices/Supplies
Shipments Procedures” in Annex (7), when applicable.

Submitting the application via Faseh Services System

(SEDA)

Submitting the application via the FASAH (Tabadul)
platform

Providing the “Required Documents” - section (11).
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Importation of 2 | Used medical devices/supplies shall not be imported unless the
Used Medical purpose of importing is one of the following:

Devices/Supplies

A. Returning it to the KSA (after it has been maintained, calibrated,
displayed as marketing samples, corrected according to a safety
warning notice that requires it, or tested outside the KSA),
it will be cleared from customs according to the customs
declaration of exportation within (6) months from the exportation

date.

B. Refurbishing or maintaining them in the KSA and then re-
exporting them,
for importing them, the following shall be obtained:

1) Importation License/Permission, according to:

Abiding by the provisions of declaration specified
in Annex (2)

Submitting the application via GHAD system with
providing the "Required Documents” - section (2).

Once satisfied, the SFDA issues an importation
license/permission, valid for (3) months.

2) Approval for releasing shipment before it arrives at a port of
entry, according to:

Complying with the “Medical Devices/Supplies
Shipments Procedures” in Annex (7), when applicable.

Submitting the application via Faseh Services System

(SEDA)

Submitting the application via the FASAH (Tabadul)
platform

Providing the “Required Documents” - section (11).

Note: When re-exporting, they are cleared by customs
according to the issued “Importation License/Permission”
within (6) months.
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Importation for
Local
Manufacturing

3

For importing semi-finished medical devices/supplies (and raw and
non-raw chemicals) for the purpose of local manufacturing
(manufacturing includes refurbishing, assembling, packaging, and
labelling), the following shall be obtained:

1) Importation License/Permission, according to:

Quantity to be imported shall be corresponds to the
production output.

Quantity to be imported shall be according to the
establishment’s needs for a period of one year.

Medical devices/supplies shall obtain MDMA after their
manufacture  and before  circulation/marketing
(see MDS-REQ1).

Abiding by the provisions of declaration specified
in Annex (2)

Applicant shall be an establishment holding a
manufacturer license (MDS-REQ9), or industrial license
if the applicant is a new manufacturer that has not started
production yet.

Submitting the application via GHAD system with
providing the "Required Documents” - section (3).

Once satisfied, the SFDA issues an importation
license/permission, valid for (1) year.

2) Approval for releasing shipment before it arrives at a port of
entry, according to:

Complying with the “Medical Devices/Supplies
Shipments Procedures” in Annex (7), when applicable.

Submitting the application via Faseh Services System

(SEDA)

Submitting the application via the FASAH (Tabadul)
platform

Providing the “Required Documents” - section (11).
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Importation for | 4 | For importing medical devices/supplies for pre-marketing clinical
Clinical Studies studies purpose, the following shall be obtained:

1)

2)

3)

Approval (No Objection Letter) for Conducting the Clinical
Trial (See MDS-REQ?2)

Importation License/Permission, according to:

Abiding by the provisions of declaration specified
in Annex (2)

Submitting the application via GHAD System with
providing the "Required Documents™ - section (4).

Once satisfied, the SFDA issues an importation
license/permission, valid for (3) months.

Approval for releasing shipment before it arrives at a port of
entry, according to:

Complying with the “Medical Devices/Supplies
Shipments Procedures” in Annex (7), when applicable.

Submitting the application via Faseh Services System

(SEDA)

Submitting the application via the FASAH (Tabadul)
platform

Providing the “Required Documents” - section (11).
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Importation for | 5 | For importing medical devices/supplies for non-clinical research and
Research and education purpose, the following shall be obtained:

Educaifoy 1) Importation License/Permission, according to:

Abiding by the provisions of declaration specified

in Annex (2)

— Abiding by the provisions of declaration specified
in Annex (4)

— Applicant shall be one of the following:

e Establishment holding an importer license (See
MDS-REQ9)

e Establishment holding a manufacturer license
(See MDS-REQ9)

e Healthcare provider registered in the GHAD
system.

e Educational facility registered in the GHAD
system

e Research center registered in the GHAD system

¢ Independent researcher registered in the GHAD
system.

— Submitting the application via GHAD system with
providing the "Required Documents” - section (5).

— Once satisfied, the SFDA issues an importation
license/permission, valid for (3) months.

2) Approval for releasing shipment before it arrives at a port of
entry, according to:

— Complying with the “Medical Devices/Supplies
Shipments Procedures” in Annex (7), when applicable.

— Submitting the application via Faseh Services System

(SEDA)

— Submitting the application via the FASAH (Tabadul)
platform

— Providing the “Required Documents” - section (11).
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Importation for | 6 | For importing samples medical devices/supplies used in exhibitions,
Demonstration festivals or workshops for the purpose of demonstration, the following
shall be obtained:

1)

2)

Importation License/Permission, according to:

The advertisement of medical devices/supplies that have
not obtained MDMA is prohibited. Only specialized
persons can be informed about such details.

Abiding by the provisions of declaration specified
in Annex (2)

Applicant shall be one of the following:

e Establishment holding an importer license
(MDS-REQ9)

e Healthcare provider registered in the GHAD
system.

e Facilities organizing exhibitions registered in the
GHAD system

e Educational facility registered in the GHAD
system

e Other relelavent establishment registered in the
GHAD system

Submitting the application via GHAD system with
providing the "Required Documents” - section (6).

Once satisfied, the SFDA issues an importation
license/permission, valid for (6) months.

Approval for releasing shipment before it arrives at a port of
entry, according to:

Complying with the “Medical Devices/Supplies
Shipments Procedures” in Annex (7), when applicable.

Submitting the application via the “FASAH (Tabadul)”
platform, and provide the “Required Documents” -
section (10).
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Importation for | 7 | For importing medical devices/supplies in national emergency

National situations (e.g. natural disaster, war, or epidemics) for the own use of
Emergency healthcare providers, the following shall be obtained:
1) Importation License/Permission, according to:

1)

It shall not have an alternative that has obtained MDMA
unless there is a justification.

It shall only be imported from an establishment holding
an importer license (see MDS-REQ9) unless there is
justification.

Abiding by the provisions of declaration specified

in Annex (2)

Abiding by the provisions of declaration specified

in Annex (5)

Submitting the application via GHAD system with
providing the "Required Documents” - section (7).

Once satisfied, the SFDA issues an importation
license/permission, valid for (3) months.

Approval for releasing shipment before it arrives at a port of
entry, according to:

Complying with the “Medical Devices/Supplies
Shipments Procedures” in Annex (7), when applicable.

Submitting the application via Faseh Services System

(SEDA)
Submitting the application via the FASAH (Tabadul)
platform

Providing the “Required Documents” - section (11).
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Importation for
Humanitarian
Purposes
(including
Custom-Made
Medical Devices)

8

For importing medical devices/supplies for the humanitarian purpose,
the following shall be obtained:

1)

2)

Importation License/Permission, according to:

Medical device/supplies intended to be imported shall be
custom-made, or not available in the KSA (not suitable for
patient treatment, or intended to be used in emergency
cases), and according to the request and responsibility of
a healthcare professional. Note: “Patient-Specific Medical
Device” and “Adaptable Medical Devices” are excluded,
and they shall have obtain MDMA.

A separate application shall be submitted for each patient.

For importing custom-made medical devices, labels of
medical device/supplies shall include that it is custom-
made in Arabic and/or English.

Abiding by the provisions of declaration specified

in Annex (2)

Abiding by the provisions of declaration specified

in Annex (3)

Submitting the application via GHAD system with
providing the "Required Documents” - section (8).

Once satisfied, the SFDA issues an importation
license/permission, valid for (3) months.

Approval for releasing shipment before it arrives at a port of
entry, according to:

Complying with the “Medical Devices/Supplies
Shipments Procedures” in Annex (7), when applicable.

Submitting the application via Faseh Services System

(SEDA)

Submitting the application via the FASAH (Tabadul)
platform

Providing the “Required Documents” - section (11).
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Personal
Importation

Note:

9 | For importing medical devices/supplies for the personal use, the
following shall be obtained:

1)

2)

Importation License/Permission, according to:

Medical devices/supplies shall be home-use and intended
for lay persons, unless there is justification.

Quantity shall be limited and the single shipment shall not
exceed (3) months of use, and the total number of
shipments shall not exceed (5) shipments for each calendar
year, unless there is justification, according to a medical
report indicating the quantity required for use.

Medical devices/supplies shall not to be used for
commercial purposes.

Abiding by the provisions of declaration specified

in Annex (1).

Submitting the following via GHAD system:
e Medical report (when required)
e Declaration specified in Annex (1)
e Information of the medical device/supply (e.g.
purchase invoice, catalog, website screenshot)

Once satisfied, the SFDA issues an importation
license/permission, valid for (3) months.

Approval for releasing shipment before it arrives at
a port of entry

Submitting the application via Faseh Services System

(SEDA)

Submitting the application via the FASAH (Tabadul)
platform

Providing the issued “ Importation License/Permission”
according section (1) above.

If the request of importation license/permission includes chemical substances that falls

under MOI control, SFDA will refer the request to the MOI represented by the HCIS (Central
Licensing Unit), and provide the reference number to the applicant for the follow up. The HCIS
will be responsible for issuing importation license/permission, and approval for releasing

shipment.
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Free Sale 10 | Manufacturer can, upon its request, obtain “Certificate of Free Sale”
Certificate according to:

Medical devices/supplies shall be hold MDMA (see
MDS-REQ1).

Abiding by the provisions of declaration specified

in Annex (6)

The KSA market shall not be affected by medical
devices/supplies exportation and there shall be no delay in
the supply of market requests, or requests of healthcare
providers, and shall have sufficient supply of the
devices/supplies when exported.

Applicant shall hold a manufacturer license (see

MDS-REQO).

Submitting the application via
<IM.MDS@SFDA .gov.sa> with providing the "Required
Documents™ - section (9).

Once satisfied, the SFDA issues an certificate, valid for (1)
year, taking into account the validity of the MDMA.
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Required Documents

(1) Required Documents for License of Importing for Circulation

1

2

o b~ W

Declaration of Importers

Purchase Invoice

Bill Of Lading

Importer License

Civil Defense License

Material Safety Data Sheet

Chemical details in terms of weight or

volume

Cbuntry of Origin Certificate

See Annex (2)

It shall be signed by authorized person
identified in GHAD system

If it is not available, provide the Pro
Forma

It shall include involve number (not
required In case of annual needs),
manufacturer name, product name, model
number, lot/serial numbers, quantity, and
expiry date (if applicable) in the purchase
invoice or packing list

It shall be issued by the manufacturer, if it
is not, the applicant shall provide a copy of |
the agreement/authorization letter between
the manufacturer and the establishment

that issued the invoice, and it shall be
stamped by the concerned authority for
trade in the country of origin (if

applicable)

If any
If any

It shall be valid, noting?hat it can be
renewed 60 days before its expiration

For more information, see MDS-REQ9

If it is not available, provide the PO from
the beneficiary

If the importer is a government entity,
provide Civil Defense Approval of instead
of the license

It shall be issued by the manufacturer

Required only if the product contains
chemical substances under MOI control
It shall be issued by the manufacturer
Measuring unit shall be in Kilogram or
Liter

Quantity shall be for annual needs
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9 | Application and attestation forms

required, for chemicals importation, by
MOI that are specified in Article Two

of “Requlation for Law of Chemicals

Import and Management”

10 | Medical Devices Marketing
Authorization (MDMA)

11 | AR License

Required only if the product contains
chemical substances under MOI control

The attestation of responsible person for
chemical warehouse shall contain his
contact information

They shall contain storage warehouse
location (Sketch)

Automatically verified without the need to
provide it in the application

It shall be valid, noting that it can be
renewed 60 days before its expiration

For more information, see MDS-REQ9

(2) Required Documents for License of Importing Used Medical Devices/Supplies

1 | Declaration of Importers

2 | Bill Of Lading
3 | Country of Origin Certificate

See Annex (2)

It shall be signed by authorized person
identified in GHAD system

If any
If any

(3) Required Documents for License of Importing for Local Manufacturing

1 | Declaration of Importers

2 | Purchase Invoice

3 | Bill Of Lading

See Annex (2)

It shall be signed by authorized person
identified in GHAD system

If it is not available, provide the Pro
Forma

It shall include involve number (not
required In case of annual needs),
manufacturer name, product name, model
number, lot/serial numbers, quantity, and
expiry date (if applicable) in the purchase
invoice or packing list

It shall be issued by the manufacturer, if it
is not, the applicant shall provide a copy of
the agreement/authorization letter between
the manufacturer and the establishment
that issued the invoice, and it shall be
stamped by the concerned authority for
trade in the country of origin (if
applicable)

If any
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4 | Country of Origin Certificate
5 | Manufacturer License

6 | Evidence that the product is classified
as a medical device/supply

7 | Material Safety Data Sheet

8 | Chemical details in terms of weight or
volume

9 | Application and attestation forms
required, for chemicals importation, by
MOI that are specified in Article Two
of “Reqgulation for Law of Chemicals
Import and Management”

If any

Instead, an industrial license is required in
if the applicant is a new local
manufacturer that has not started
production yet, with a declaration proving
that.

Local manufacturer under construction are
excluded

For more information, see MDS-REQ9

Not required for importing raw and non-
raw chemicals used in the manufacture of
medical devices/supplies which within the
production plan

Evidence may be a declaration of
conformity (DOC), or a product
classification decision issued by the
SFDA, see services of products
classification

It shall be issued by the manufacturer

Required only if the product contains
chemical substances under MOI control
It shall be issued by the manufacturer
Measuring unit shall be in Kilogram or
Liter

Quantity shall be for annual needs

Required only if the product contains
chemical substances under MOI control

The attestation of responsible person for
chemical warehouse shall contain his
contact information

They shall contain storage warehouse
location (Sketch)

(4) Required Documents for License of Importing for Clinical Studies

1 | Declaration of Importers

2 | Purchase Invoice

See Annex (2)

It shall be signed by authorized person
identified in GHAD system

If it is not available, provide the Pro
Forma

It shall include involve number,
manufacturer name, product name, model
number, lot/serial numbers, quantity, and
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Bill Of Lading
4 | Country of Origin Certificate

5 | Importer License

6 | SFDA Approval (No Objection Letter)
for Conducting the Clinical Trial

expiry date (if applicable) in the purchase
invoice or packing list

It shall be issued by the manufacturer, if it
is not, the applicant shall provide a copy of
the agreement/authorization letter between
the manufacturer and the establishment
that issued the invoice, and it shall be
stamped by the concerned authority for
trade in the country of origin (if
applicable)

If any
If any

It shall be valid, noting that it can be
renewed 60 days before its expiration

For more information, see MDS-REQ9

(5) Required Documents for License of Importing for Research and Education

1 | Declaration of Importers

2 | Purchase Invoice

Bill Of Lading
4 | Country of Origin Certificate

Importer License or Manufacturer
License

See Annex (2)

It shall be signed by authorized person
identified in GHAD system

If it is not available, provide the Pro
Forma

It shall include involve number
manufacturer name, product name, model
number, lot/serial numbers, quantity, and
expiry date (if applicable) in the purchase
invoice or packing list

It shall be issued by the manufacturer, if it
is not, the applicant shall provide a copy of
the agreement/authorization letter between
the manufacturer and the establishment
that issued the invoice, and it shall be
stamped by the concerned authority for
trade in the country of origin (if
applicable)

If any
If any

The following are excluded:

o Healthcare providers

o Educational facilities

o Research centers

o Independent researchers
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6 | Declaration of Beneficiaries of
Research Products

7 | Beneficiary PO

8 | Manufacturer letter clarifying the
importation purpose

It shall be valid, noting that it can be
renewed 60 days before its expiration

For more information, see MDS-REQ9
See Annex (4)

Required only if there is no a label, fixed
by the manufacturer, include that the
device is for educational or research use
only

Required only if the importer is a local
manufacturer

It shall include that the medical
device/supply is imported for non-clinical
research purpose, and that the
manufacturer has a research and
development unit

(6) Required Documents for License of Importing for Demonstration

1 | Declaration of Importers

2 | Purchase Invoice

3 | Bill Of Lading
4 | Country of Origin Certificate

5 | Importer License

See Annex (2)

It shall be signed by authorized person
identified in GHAD system

If it is not available, provide the Pro
Forma

It shall include involve number,
manufacturer name, product name, model
number, lot/serial numbers, quantity, and
expiry date (if applicable) in the purchase
invoice or packing list

It shall be issued by the manufacturer, if it
is not, the applicant shall provide a copy of
the agreement/authorization letter between
the manufacturer and the establishment
that issued the invoice, and it shall be
stamped by the concerned authority for
trade in the country of origin (if
applicable)

If any
If any

The following are excluded:
o Facilities organizing exhibitions
o Healthcare providers
o Educational facilities
o Other relevant facilities
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Label of the medical device/supply
indicates that it is for demonstration
purposes only and not for sale

Labeling of medical device/supply

Evidence that the product is classified
as a medical device/supply

It shall be valid, noting that it can be
renewed 60 days before its expiration

For more information, see MDS-REQ9

It shall include a phrase indicating the use
purpose of use, such as: (For Demo Only)
and (Not for sale)

It includes:
o Label affixed to a medical
device/supply or any of its
containers or wrappers

o Instructions for Use (IFU)

Evidence may be a declaration of
conformity (DOC), or a product
classification decision issued by the
SFDA, see services of products
classification

(7) Required Documents for License of Importing for National Emergency

1

Declaration of Importers

Purchase Invoice

Bill Of Lading
Country of Origin Certificate

Importer License

See Annex (2)

It shall be signed by authorized person
identified in GHAD system

If it is not available, provide the Pro
Forma

It shall include involve number,
manufacturer name, product name, model
number, lot/serial numbers, quantity, and
expiry date (if applicable) in the purchase
invoice or packing list

It shall be issued by the manufacturer, if it
is not, the applicant shall provide a copy of
the agreement/authorization letter between
the manufacturer and the establishment
that issued the invoice, and it shall be
stamped by the concerned authority for
trade in the country of origin (if
applicable)

If any
If any

The exception is made when there is
justification

It shall be valid, noting that it can be
renewed 60 days before its expiration

For more information, see MDS-REQ9
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https://www.sfda.gov.sa/sites/default/files/2023-03/RequirementsLicensingMDEstablishments_0.pdf
http://pcs.sfda.gov.sa/
http://pcs.sfda.gov.sa/

6 | Declaration of Healthcare Provider
7 | Declaration of Conformity (DOC)

8 | Material Safety Data Sheet

9 | Chemical details in terms of weight or
volume

10 | Application and attestation forms
required, for chemicals importation, by
MOI that are specified in Article Two
of “Regulation for Law of Chemicals

Import and Management”

See Annex (5)

Declaration of conformity with the
regulatory requirements of one of the
following (Australia, Canada, Japan, the
USA and the EU/EFTA)

Not required if acceptable justification is
provided

It shall be issued by the manufacturer

Required only if the product contains
chemical substances under MOI control
It shall be issued by the manufacturer
Measuring unit shall be in Kilogram or
Liter

Quantity shall be for annual needs

Required only if the product contains
chemical substances under MOI control

The attestation of responsible person for
chemical warehouse shall contain his
contact information

They shall contain storage warehouse
location (Sketch)

(8) Required Documents for License of Importing for Humanitarian Purposes (including

Custom-Made Medical Devices)

1 | Declaration of Importers

2 | Purchase Invoice

Bill Of Lading
4 | Country of Origin Certificate

See Annex (2)

It shall be signed by authorized person
identified in GHAD system

If it is not available, provide the Pro
Forma

It shall include involve number,
manufacturer name, product name, model
number, lot/serial numbers, quantity, and
expiry date (if applicable) in the purchase
invoice or packing list

It shall be issued by the manufacturer, if it
is not, the applicant shall provide a copy of
the agreement/authorization letter between
the manufacturer and the establishment
that issued the invoice, and it shall be
stamped by the concerned authority for
trade in the country of origin (if
applicable)

If any
If any
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5 | Declaration of Health Practitioner

6 | Healthcare professional’s written

prescription

(9) Required Documents for Free Sale Certificate

1 | Application Form of Free Sale
Certificate

2 | Medical Devices Marketing
Authorization (MDMA)

3 | Manufacturer License

See Annex (3)

Required only for importing custom-made
medical devices

It means healthcare professional’s written
prescription which gives specific design
characteristics for the sole use of a
particular patient at the health professional
responsibility

See Annex (6)

Automatically verified without the need to
provide it in the application

For more information, see MDS-REQ1
For more information, see MDS-REQ9

(10)  Required Documents for Shipments Clearance

1 | Purchase Invoice

2 | Bill Of Lading

3 | Customs Declaration

4 | Medical Devices Marketing
Authorization (MDMA)

It shall be authenticated by the chamber of
commerce in the country of origin

It shall contain the invoice number,
manufacturer’s name, products name,
guantity, and unit price

Model/part numbers and lot/serial numbers
shall be indicating in the invoice or
packing list

In case the shipment requires data logger
(sensor/reader/indicator) according to
manufacturer instructions, the serial
number of the data logger shall be
indicated in any of shipment documents
(such as an invoice or bill of lading)

In case the shipment requires data logger
(sensor/reader/indicator) according to
manufacturer instructions, the serial
number of the data logger shall be
indicated in any of shipment documents
(such as an invoice or bill of lading)

Required only for importing medical
devices/supplies for the purpose of
circulation
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5 | AR License

6 | Importer License

7 | Declaration of Conformity
to Medical Devices and Supplies Law
and its Implementing Regulation

8 | Importation License/Permission

The MDMA shall be valid, noting that it
can be renewed 90 days before its
expiration

For more information, see MDS-REQ1

Required only for importing medical
devices/supplies for the purpose of
circulation, it is automatically verified
without the need to provide it in the
application

The MDMA shall be valid, noting that it
can be renewed 90 days before its
expiration

For more information, see MDS-REQ9

Required only for importing medical
devices/supplies for the purpose of
circulation

Automatically verified without the need to
provide it in the application

It shall be valid, noting that it can be
renewed 60 days before its expiration

For more information, see MDS-REQ9

Required only for importing medical
devices/supplies for the purpose of
circulation

See Annex (8)

This declaration is different than the
declaration of conformity provided for
purpose of obtaining MDMA

Not required for importing medical
devices/supplies for the purpose of
circulation and contain chemical
substances

Page 22 of 44


https://www.sfda.gov.sa/sites/default/files/2021-12/REQ1En_0.pdf
https://www.sfda.gov.sa/sites/default/files/2023-03/RequirementsLicensingMDEstablishments_0.pdf

W@M % N
%‘N@\*@\%ﬁ%&é&%@‘“\
%MM%»%
%‘*N@\)@\me@s %%\“\

W@M % N

s\m\%@%‘@\mm w\@\“\
%ﬂ&w@% A
ﬁv\o‘mo@\m\@\%vm@%” %3\“\

é«mm % &%
}Iv @@;\%@Q\mm:\@@\“\
(gﬂ,vé:xm mw
(;\M\t@\wﬂwmﬁw@\“\
%«MM@WQ»M
G@»}q&@\@\&o@uﬁ\\@&i\“
(gm é«mm ‘Ws»w
v Q}g‘ﬁ@\%ﬂm}@%ﬁ@\
&«Mm@mm%
(;\&\“@?,\Q\\%wxww\@\“\
6& éﬁw@u@ - FMX%
; : (;\M\t@\wﬂwmﬁw@\“\
%@M@W@»@
(;\Q\m&@)@\xmmﬁ\\ﬁm
rgﬁ
S

&
o Dv:
s
_0050_"\;;
1

07

19
&



Annex (1): Declaration and Attestation of Medical Devices/Supplies Users
Click here for printable and editable version

Name of Device: sl ailnadl/slead) ol
Quantity: 4 S
Country of Shipment: soeedd! ol
Carrier: sl as, sd|

ey dd) § e

Justifications:

Purchase method: eladl dasb
o Throuqh Internet: Write the the name 23sll mul S il A O
Of the Slte ...............................................................................................
o Other: ..o g "N o IES NG

oot ¥ alazial coudy L qasddl aluziadl 2l § 55sSull Akl cilozliudly 53231 ol aadl
Jol§ Jaeil 110 (Lgaga ol LeslaS ol Laadlas (pasas ¥ sloally eliall Aaladl 2l of le e Gl L3 LS 5T

Aomgmie 2odall Sloslall aax ol 81 LS bles ¢ Lalasial oo gn J> & 2l ggad
I declare that mentioned medical device/supply(s) are for personal use only, and not intended to be used
for any another purpose. | also understand that the Saudi Food & Drug Authority (SFDA) can give no
guarantee as to the safety, effectiveness, or quality of the above medical device/supply(s). Therefore, |

will take full responsibility for all hazards or risks due to usage. | also declare all provided information is
correct.

Name of User’s Device: S|V 3| FWER IO
Mobile Number: szl o8,
ID/Passport No..: Slezdl/Aedl o8,
E-mail: 1SS !
National Address: :gboll (olguall
Date: sl
Signature 8ol
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Annex (2): Declaration and Attestation of Importers
Click here for printable and editable version
[To be printed on Manufacturer Letterhead]

EMAJ\ ol daall aS, a0l 5 Hgslall S

sladll cbily
Al /5 3 aul |/ Aucan sl /28, 21 el
ag allas § cayall @,
(355l bl coum) Adadl Sloliadly 332 bl (<

EPR| 553l o3, NER(IPON

el sl Slsime (2
Y of i ide piliadl/Sled) goimy Ja
Wi 5abe
e WESVIETSWER E PN E- RS N
Bylieo Bole
Jos ol ddieg sl o 2,3l (o
Saradl/plamiad) (o (ol

Srexdl Jg> I daie
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Agllall 39idl Aalate cdlall § 488,11 olaudud | apen (¢

1 LasSI slsll

Laselll Jolusd! @ Zeisll olsll (e AleasS Bsle gl e Goroms ¥ @Ml 15 2dadl lazliadls 53231 o (o
Sl ells (e BT LS5 & St ¥y AleasSIl Al Jlas 28la50 3

Byslaza slge sl of Andis of 5ymiia ol jisee Slge g1 e Goixs ¥ ABMatl 13 Adall cilosliadly 332%1 6T (1
Olel sl pe

Bylasell 2aleaSIN ol Jas s alsludl 55059 D) (V

Ly 4l ly 285milly 53,00l lsdl bl cdloray ool uiladly Lolazs¥l (A

oexally Jaddl

AnsSanll alezly slodly ol iall Aalall aily piall clidbazag collol ) coss (sietlly Jasll bogy s slele (8
(A dd)) Adlad! mad day ossenll O8e Zlay] ae A8l I3 (5,59

e s Alsime ¢f Jomti LS 23T 6l 093 Ldgamy Aasd chlazell (o 2dall cilosliadly 832¥) camne (V-
A i

Szl lelyal
Jyo gl daia gl Ladll Balig 8,950l Jual jlas] (V)

Crlela]l
Llacs Gale Oslage Jaadly caaslall o1,8%1 (VY

f_sb‘}_'x_,”j EIMSEL
e =13 IS 9f sl 6T e Ay (NCMDR) dpdall cbojliadlg 85231 ledld gbogll 38,00 9041 (VY
Al 93 gladl a5leall/ 5Ll
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Annex (3): Declaration and Attestation of Health Practitioner
Click here for printable and editable version

Medical Device/Supply @bl a3liadls 5L
2SI plasiadl o (oyall Juosll bl o3l 1/ 5ld! ol
Qty Intended Use Model Medical Device/Supply Name F
1
2
3
Justifications: bl ol e

oo o3 sl L8l of Dlall g agsadl S5 1
alradl/ 3Lt s il dla]
Provide the diagnosis, treatment or
prevention for which the device is required

doadl a2 a3/ 5Ll 1da 5las | olewl S350 2
Slall of ALl Jzad! a3liadl/ 3Ll e
szl s ) i aadad)
Provide the reasons why this unregistered
device was chosen over a registered device

within the KSA or conventional therapies
for this particular patient

lda alaseiwl gyl wlgally \blxell sucy misg 3
B9yl suslgd o alS 299 m.l.u«llb@\
oyboliee Bgaiuw
Identify and list the risks and benefits
associated with the use of the device and

indicate how the benefits obtained would
outweigh the risks

Jmadl e osliadl/sleadl 1da sblea ¢)ls 4
Lodatl cbMall Sl
Compare the risks of the unregistered

device within the KSA with conventional
therapies

Declaration: 8

N ]

9 Apudanll leMally &5)lae suslsdy cglall alall ailiud) of 3Ll Lmsall blelly akelS &l (e I ()
REPOM I RS PUIN - TRV SOPS ]

cosllall ol a3tz l/ 3Leadl ¢lsly 2odlae (pe ALl claglally all) gad oF (Y

e &3 eI ol sl T e 2l (NCMDR) adall ciloslindly 33231 oledld ghogdl 35,00 8301 (7
(ol a3t/ 5Ll

Loaay Laysagas Balefy cdlal oo e gl e 531 (anse e 2udall lopliadly 3321 alasinl Sole) puse (8
med I3 Baas (Sl ¥ Loy gl IS iy Lo ot po L) of LlaT ool g1 (2,41 oty
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https://www.sfda.gov.sa/sites/default/files/2023-05/MD24df5d.docx

odidy Bguddl day L8010 Al 25T 3 g 56b0 91/5 s o9nudl 5/ 9 aarall Jiall 51/ 9 piuall 51/5 2ndl ae Osladdl (o
(bl psliadl/5hed! e mmintll @lela¥] Aoy S § Gz
14u93 91/ 9 asyell 4ot el ol doyd @3 Y1 OT (1
el 55580l Zudall Sloslivls 35231 5352 5:LaSy Zadlas cpasad ¥ eloally el dall Zolall Zael of -
3952 a3 STy aSLel) § Amuo st Slosliadly 5523 ada Oly clal o caine Gl Jayall Lelsls
Aol ulus s Lple
Lio 8oyl wilgally odlel 85sS il dudall cilojlivdly 832¥! alusiad dlar=ll Jblell zlayl -

I declare with the following:

1) 1 am fully aware of the health-related risks and benefits of the requested medical device/supply in
comparison to conventional therapies or alternative devices available on the market.

2) | have knowledgeable about the available safety and performance information in respect of the
requested device.

3) I will report to the SFDA’s National Centre for Medical Device Reporting (NCMDR), any relevant
adverse event of which it becomes aware, that involves the medical device/supply(s).

4) Not to reuse the device on a patient other than the one for whom the device were imported, and re-
export or destroy it immediately upon completion of its use, providing the SFDA a proof. If this
cannot be applied, a justification acceptable to the SFDA shall be submitted.

5) 1'will cooperate with the SFDA, manufacturer, authorized representative, importer and/or distributer
on post market surveillance activities.

6) | have explained or I will explain the following to the patient and/or the patient's family:
- that the Saudi Food & Drug Authority (SFDA) can give no guarantee as to the safety,
effectiveness, or quality of the above device(s), and that device(s) is not registered for use in

the KSA but that use of the device may be authorized under special provisions.

- the possible risks and benefits of the above device(s).
ol dsa od)

Patient’s ID:

Healthcare Professional’s Name:
Healthcare Professional’s Organization :
Healthcare Professional’s Signature:
Date:
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Annex (4): Declaration and Attestation of Beneficiaries of Research

Products
Click here for printable and editable version
[To be printed on Beneficiary Letterhead]

eoed! Olxleadl (0 (et dgady 51,81 7 393

La

il mlleall s Uaal gdaid! syl ol / B3lase

S8 il &l ssbally oy dpeatll e 2Ly
Aaall SLAAL U5 ls obisl alatll gl ol ploraadl Auds lojliang By s 3laslly
Laiall 38,401 EWRS abiadl/ 3Ll ool -
\
N
’

iy Laily e idl) of Aedlall Andall clagadll 3 el 8,580l Sloslidly 332¥l alugiul puay s
A 4l of AMall Slalasiadl) LaelaS (e Jlasll (asy cdaid aaladl of Gl Jlell e Ldlenil

a‘saﬁm‘jw‘ "Lt“}_?- ps_‘j
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Annex (5): Declaration and Attestation for Healthcare Provider for

Importing in National Emergency
Click here for printable and editable version
[To be printed on Healthcare Provider Letterhead]

Dnalalt (Gyfglall S¥ L 8 3wl Jrsmal) Jale 1 adke dgaly 51,30 Z dgad
Jocazlly e ldall 2005 Lwd Lin Lasol

S dlal &l lally o et gell
tdasd Lsladl gl (ols (ayad G slaiul ity
EWR Y
*eile gl el ol @bl a3tz )/l ol o
\
Y
;

el (o aiali pte ilegune ;S5 s < Gagandlly O3Y1 e Aol 12 Bl ozl of Birlalual J> 3 il bl oL miags @l Slegudl 1S3 com *
IS e gin (S oy cadall closliadly B3N 5 pgiie Las) e ol a2 3siadl OF b @5 @s9wdll 03Y1 e ol

sldall bl 2l ol ple e Ll O s
el e caaiie gl ayall Lelsly oMl 558l Adall clasliadly 55231 83929 5:LaSh Ladluo (yasas ¥ eloutlly
531 0l 6l Lalasialy paas o laad Lislade 3 Y] piiied o Lels aeatis Lildsiuns oxs Lasl il 05w
eloally ¢lial) daladl 2 I dudall lajliadly 52l ledd ol 38,01 L aamsy Al 228150 ¥) Lile) of
el 858l Adall cilesliadly 55230 AMe ld Andao &lust ol of clslearul of 2l L) slas) ¢f oo
ey aSlall 3 ddall lopliadly 33231 (e cublse Ly Layls cuady of (aSLall Jals cundg 2lgu L lall )8
(http://ncmdr.sfda.gov.sa) : Jdl Lyl e

““)._u.s.ﬂbjiill JJ.;)"’. Pﬁj
sl
Jogadl pasdll el
sl (sl
35l
|
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Annex (6): Application Form of Free Sale Certificate
Click here for printable and editable version
[To be printed on Letterhead]

Invoice No.:

Customs Ports: (Sl daid)
- Destination Country: L ouall daudl

Establishment Name (in Arabic): (oyadl 2a00L) sLaAl) !

Commercial Registration No.: Sl=dl dzdl @3,

Establishment Account of GHAD system ag allas” g LAl Glus/c8yall o8,

National Address: sbgdl olgiall
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https://www.sfda.gov.sa/sites/default/files/2023-05/MDmc9m0w.docx

Bus]l LSl ASpemll Apanll Sleall gbsll il 08,/ badudll 03] Shb o 3l ol o
ol aliall o degesll /alaadll  ghll arliadl o sk @l a3l

a3 adasy Leie G oleslzadly 52N Laas
EC P U (I PE-9
Unit Qty. HS Code Medical Serial/Batch Medical Device/Supply Medical
Device/Supply Number Model Number Device//Supply
National Listing Brand Name
Number
if applicable Only for

n
devices/supplies that will
return to KSA

o N oo o B~ W N -

- 1 confirm that the information given in this form is true, Ao 7 3geill 1o 2euall Sbldl aen oL sl -
complete and accurate.
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-l certify that I will inform the SFDA of any change in the

submitted information, within (10) calendar days of the change S o ol (V1) Ogeant § Badall slaslall § auad gl 2l PLL weadl - -
occurring. Al

- | certify that all attached documents are stamped by company's
stamp and considered as an official copy. | take the extreme 1309 e iadl Bubo fwd (2 BLAILI iy Aagizlly 28,1 35UsI anen ol a2l -
responsibility for any forgery or incorrect information on these . \ : A, i aaE
o Lo any TOrgeEry oo 2l e i Lo dassly 35Usl & a0 S 3 L8 23 s ks

- | certify to comply with the “Law of Medical Devices and
Supplies” and its executive regulations, and relevant A ™o o . ) ) .
requirements, circulars and decisions. G| dies¥y "dodall Sloliadly Biadl allas” gaties alAYWL wall -

I certify to keep the relevant documents, records, and records of Aall s whylyally eusladly lidlaally

production lines outcomes and provide them to the SFDA upon

request. WYl bglas il s o ey A8l 13 clmally 35UeIL blawsVl aadl -
Name of authorized person: toogall paxddl el
National ID: b ol gl o8,
Mobile No.: szl o8,
Signature: ‘puBgdl
Establishment Stamp: Bladll @as
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Annex (7): Medical Devices/Supplies Shipments Procedures

Prohibited Medical | The following products are prohibited from importation:
Devices/Supplies A. Used medical devices, unless where the purpose of importing
them is:

¢ Maintaining or renewing them within the KSA and then
re-exporting them.

e Return them to the KSA after they have been
maintained, calibrated, displayed as marketing samples,
corrected according to a field safety notice (FSN) that
requires it, or tested outside the KSA.

B. Surgical gloves containing powder, patient examination gloves
containing powder, and absorbable powder used to facilitate the
wearing of medical gloves.

C. Products bearing phrases indicating that they are intended for
other than the KSA (e.g., For sale only in US)

D. Following electrical medical devices:

— intended to be operated to an a.c. power supply other
than (230) or (400) volts,

— intended to be operated with frequency other than (60)
hertz, or

— fitted with a/c power connector not compatible with part
401 of SBC or the Saudi standard entitled "Plugs and
socket-outlets for household and similar purposes-
safety requirements and test methods 250 V/13 A
(SAS0O-2203)".

E. Any medical device appears to the SFDA that may endanger the
health or safety of patients and users, even if it has
a MDMA from the SFDA.

Storage, A. Storage and Transportation of Product:

Transportation, Manufacturer’s instructions for the storage, handling, and transport
Product of products they import shall be complied, and when transportation
EZEL‘] ihge and or storage requires specific temperatures or humidity, an electronic

data logger (sensor/reader/indicator) for temperature and humidity
shall be available in each parcel for each shipment, and:
o the data logger shall be activated from the time of shipment.

o the data logger shall be readable, in detail without the need
for a program to run it, at the POE.
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Samples
Withdrawal

Relevant POEs

Document
Retention

Approval Procedure

o the serial number of the data logger shall be indicated in any
of shipment documents (such as an invoice or bill of lading).

B. Product Shelf Life:
If the shelf life of the product is:

o less than (1) year, the remaining shelf life, at the POE, shall
not be less than 40%.

e more than (1) year, the remaining shelf life, at the POE,
shall not be less than (7) months.

C. Labeling:
Labeling of imported products shall be complied with the

requirements of SFDA and correspond to the labeling previously
submitted to the SFDA, if applicable.

SFDA withdraws random samples of imported shipments at POES in
order of assessment or examination according to risk-based studies and
for testing and scientific evaluation purposes or suspension cases (e.g.
misleading medical claims, sterilization and labeling malfunctioning,
inappropriate environment conditions, or counterfeit... etc.). However,
SFDA bear neither any costs of those samples nor costs of their testing

in labs.

© 00N ok

King Khaled International Airport — Riyadh (RAP)
Riyadh Dry Port (RDP)

King Abdulaziz International Airport — Jeddah (JAP)
Jeddah Islamic Seaport — (JSP)

King Abdullah Seaport — Rabigh (RSP)

King Fahd International Airport — Dammam (DAP)
King Abdulaziz Seaport — Dammam (DSP)

King Fahd Causeway — Khobar (DBP)

Batha Port - Al Ahsa (BBP)

10. Haditha Port - Al Qurayyat (HBP).

The originals of documents submitted to the SFDA shall be kept for five
years from the date of shipment clearance, and shall be submitted to the
SFDA when requested.

The SFDA takes one of the following actions:

Release of the shipment, when the requirements are met.

Conditional release of the shipment and notify the importer of
the notes to be corrected.

Rejection of the shipment, and the importer has the right to
object within (60) days from the date of shipment rejection by
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submitting an objection letter according to the "objection
procedure to the refusal of releasing the shipment™ published on
the SFDA website.
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https://www.sfda.gov.sa/sites/default/files/2021-12/MissionClearanceProcess.pdf
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Annex (8): Declaration of Conformity for the Shipment to Medical Devices
and Supplies Law and its Executive Regulation

Click here for printable and editable version
[To be printed Manufacturer on Letterhead]

Manufacturer Name:

Manufacturer Identification Number Assigned by the SFDA:
Manufacturer Address:

Invoice Number (optional):

I hereby declare that the medical device(s) identified below complies with the Medical Devices
Law and its Executive Regulation and has been authorized by the SFDA to be placed on the KSA
market.

Authorized Representative Name:

Importer Name:

# Medical Device Quantity Serial Number/ Medical Device Listing National
Trade Name! Batch Number Registry Number
(mentioned on the MDMA
certificate)

! Medical device trade name shall match the names mentioned in the invoice and the “SFDA E-Services (Ghad)”.
Note: Additional devices may be attached as a list.

Authorised Signatory (on behalf of the manufacturer)
Name:

Position:

Email:

Date:

Signature:
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Annex (9): Definitions & Abbreviations

KSA
SFDA
MDS
MOl
POE

Law

Implementing
Regulation

Authorized
Representative (AR)

Medical Device

Medical Supply

Accessories of Medical
Devices and Supplies

Home-Use Medical
Device/Supply

Lay Person (Non-
Professional User)

Kingdom of Saudi Arabia
Saudi Food and Drug Authority
Medical Devices Sector
Ministry of Interior

Port of Entry

Medical Devices and Supplies Law issued by the Royal Decree No.
(M/54) dated 6/7/1442 H.

Implementing Regulation of Medical Devices and Supplies Law
issued by Saudi Food and Drug Authority Board of Directors decree
No. (3-29-1443) dated 19/2/1443H.

A legal person based in the Kingdom who has written authorization
from a manufacturer located outside the Kingdom to represent it in the
Kingdom with regard to the implementation of this Law and its
Regulations.

Any instrument, apparatus, implement, implant device, in vitro
reagent or calibrator, software, or material used for operating medical
devices, or any other similar or related article, intended to be used
alone or in combination with other devices for diagnosis, prevention,
monitoring, controlling, treatment, or alleviation of disease or injury,
or for compensation for an injury; investigation, replacement,
modification, or support of the anatomy or of a physiological process;
supporting or sustaining life; controlling or assisting conception;
sterilization of medical devices and supplies; providing information
for medical or personal purposes by means of in vitro examination of
specimens derived from the human body; and does not achieve its
primary intended action by pharmacological, immunological or
metabolic means, but which may be assisted in its intended function
by such means.

A medical substance or product used in diagnosis, treatment,
prosthetics, or orthotics; or in disability cases or other medical uses
for humans, including medical gases.

Any substance or product intended specifically to be used with a
medical device or supply to enable it to achieve its purpose.

A medical device intended for use in any environment outside a
healthcare facility.

A person who does not have formal education or training in a relevant
field of healthcare or medical discipline.
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Custom-Made Medical
Device

Patient-Specific
Medical Device

Adaptable Medical
Device

Free Sale Certificate

MDMA

Identifying Information
(Labelling)

Circulation of Medical
Devices and Supplies

a medical device that, at least, meets the following requirements:

1. Intended to a particular person (a patient or a healthcare
professional);

2. Manufactured in accordance to a written request by an
authorized professional specialist who, under his responsibility,
gives specific design characteristics; and

3. It is intended to address the anatomo-physiological
characteristics or pathological condition of the person for whom
it is intended.

a medical device produced based on a specified design envelope of the
device (e.g., minimum and maximum dimensions, mechanical
performance limits, and other relevant factors) that matched to a
patient’s anatomy using techniques such as scaling of the device based
on anatomic references, or by using the full anatomic features from
patient imaging. It is typically produced in through a process that is
capable of being validated. It is designed and produced under the
responsibility of a manufacturer even though the design may be
developed in consultation with an authorized healthcare professional.
A medical device that is mass-produced and adapted, adjusted,
assembled or shaped at the point of care, in accordance with the
manufacturer’s validated instructions, to suit an individual patient’s
specific anatomo-physiologic features prior to use.

A document issued by the SFDA stating that a manufacturer is
registered in the Kingdom and that the medical devices and supplies
to be exported have obtained marketing authorization.

Medical Devices Marketing Authorization

Any statement, information, or illustration printed on a medical device
or supply, including identifying information, technical description,
method of use, and manner of storage and transportation.

The provision of medical devices and supplies at no cost or for a fee,
whether for distribution or use.
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Annex (10): List of Changes on the Previous Version

Number & Date Changes Description
of the Previous Version

1.0
17/9/2017

2.0
6/2/2018

3.0
26/7/2018

4.0
20/10/2020

5.0
23/3/2022

Changing in the text of sections (6), (7) and (8) of "Requirements".
Changing in the text of section (3) of "Required Documents".
Adding sections (4) and (5) to "Notes" of "Required Documents".
Changing in Annex (1).

Changing in the text of section (7) of “Requirements”.

Changing in the text of sections “Product Shelf Life”
Reformatting some sections

Genertal changing in the text of sections “Introduction” and Annex
(1) for complying with Medical Devices Law and its regulation

Changing from “Guidance on Requirements of Shipments
Clearance at Ports of Entry (MDS-G21) to “Requirements for
Shipments Clearance Medical Devices and Other Relevant
Products (MDS-REQ5)”

Changing on points (3-A) and (3-B)
Adding Annex (2)

Combing the following documents with amendments to comply
with the the “Law of Medical Devices and Supplies” and its
Executive Regulations:

1. Requirements for Shipments Clearance of Medical
Devices at Ports of Entries (MDS-REQ5), v5 dated
23/3/2022 (Update).

2. Guidance for Medical Device Importers and
Distributors, v2 dated 26/11/2011.

3. Guidance on Importation Requirements of Medical
Devices Intended for Demonstration or Training |
Purposes Only (MDS-G8), v3 dated 27/12/2020.

4. Relevant requirements of “Guidance on Importation
Requirements for Chemicals Used in Medical Devices
Applications (MDS-G12)”, v2 dated 23/5/2018.
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10.

Guidance on Importation Requirements of Medical
Devices in National Emergency Situation (MDS-
G14), v2 dated 28/7/20109.

Guidance on Importation Requirements for Personal
Use and Custom-Made Medical Devices (MDS-G15),
vl dated 31/10/2016.

Relevant requirements of “Guidance on Importation
Requirements for Medical Devices and Non-Medical
IVDs Intended for Educational or Non-Clinical
Research Purposes (MDS-G18)”, v2 dated 23/5/2018.

Guidance of Requirements for Preliminary Products
Importation for the Purpose of Local Manufacturing
of Medical Devices (MDS-G26), v1 dated 9/7/2018.

Requirements for Issuance of Saudi Free Sale
Certificate (FAQ), dated 29/9/2015.

Requirements of Importation Permit for IVD Medical
Devices, dated 26/9/2015.

- Developing following requirements:

1.

Requirements of Importation for Circulation of
Medical Devices/Supplies.

Requirements of Importation of Used Medical
Devices/Supplies.

Requirements of Importation for Humanitarian
Purposes.

Requirements of Importation for Clinical Studies.
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