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Introduction

Purpose
This guidance is to clarify requirements for obtaining an importation license and a shipment
clearance for distillation apparatuses.

Scope
This guidance applies to the following:
- mporters of distillation apparatuses imported for healthcare providers or medical
educational facilities.
- non- governmental healthcare providers and medical educational facilities that are
importing distillation apparatuses for their own use.
- manufcaturers of medical devices or drug who are importing distillation apparatuses.

Background

SFDA/MDS undertakes the responsibility of issuing importation license and shipment clearance
for distillation apparatuses imported for healthcare providers and medical educational facilities, to
ensure that they are imported for the intended purpose and are not used illegally.
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Requirements

General

Submitting to
SFDA

Shipment
Clearance at the
Ports of Entry

Importers’
Responsibility

Distillation apparatuses imported for healthcare providers and/or
medical educational facilities shall NOT be imported unless MDIL is
obtained from SFDA/MDS. Government establishment are exempt,
they are allowed to import without MDIL.

Applicant shall submit the “Distillation Apparatuses Application
Form (Annex1)” and provide documents specified in section (A) of
“Required Documents” electronically via MDIL portion on the
SFDA’s website. Once satisfied, SFDA issues an MDIL then sent it
via email.

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

Importer shall abide by the provisions of “Distillation Apparatuses
Attestation Form” (Annex 2).

Page 4 of 10


https://mdil.sfda.gov.sa/MDIL/

Required Documents

A. Required Documents for MDIL
1 | Copy of Purchase Invoice - It shall be issued by the manufacturer

- It shall include the following:
o invoice number and date
o purchaser’s name and address
o description of each item (name, quantity,
unit price, and lot/serial number)

2 | Copy of the Bill Of Lading
(B/L) or the Air Waybill (AWB)

3 | Copy of the Business - It shall be valid
Registration Certificate

If any

4 | Copy of the Country of Origin - It shall be stamped by the concerned authority for
Certificate trade in the country of origin
5 | Distillation Apparatus Catalog - It shall be issued by the manufacturer
6 | Importing Pre-Approval Letter - It shall include the following:
from the Beneficiary o apparatus name
o quantity

o intended use

- Application shall be within six months from the
date of “Importing Pre-Approval Letter from the
Beneficiary” and before the importing date (if
any).

7 | Attestation - See Annex (2), click here for printable and

editable version

- It shall be stamped and on the importer’s official
letter

B. Required Documents for Shipment Clearance at the Ports of Entry
8 | Copy of the MDIL It shall be valid

9 | Copy of Purchase Invoice 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, quantity, and unit price

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

10 | Bill Of Lading (B/L) or the Air | -

Waybill (AWB)
Note: Devices intended to be connected to an a/c power supply shall operate at a frequency of
60 Hz.
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Flowchart

Start

Distillation apparatuses shall be imported
for healthcare providers or educational
medical facilities

Applicant shall submit the documents
specified in section (A) of "REQUIRED
DOCUMENTS?” electronically via MDIL
portion on the SFDA website.

Once satisfied ,SFDA will send the
MDIL to the applicant’s email

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

Importer shall abide by the provisions of
“Distillation Apparatuses Attestation
Form” (Annex 2)

End
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Annexes
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Annex (1): Distillation Apparatuses Application Form
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Annex (2): Distillation Apparatuses Attestation Form
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Click here for printable and editable version
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Annex (3): Definitions & Abbreviations

KSA Kingdom of Saudi Arabia

SFDA Saudi Food and Drug Authority
MDS Medical Devices Sector

MDIL Medical Devices Importation License

Distillation Apparatus | means apparatus that is used to produce distilled water or used in other
similar fields, such as water and steam distillation, in industrial fields
(by heating till vaporization, and then condensation)
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