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Saudi Food & Drug Authority

Vision and mission

Vision

To be a leading international science-based regulator to protect and promote public health.

Mission

Protecting the community through regulations and effective controls to ensure the safety of food, drugs, medical

devices, cosmetics, pesticides and feed
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Documentation

version Date Publisher Note

Ports directorate in drug sector L

1 1/10/1439 Initiation
Inspection support executive

2 11/10/1442 directorate update
Inspection support executive

3 11/10/1443 directorate update

4 28/08/1444 Inspection operation Department update




® The update in this version

Title

update

° Change the email to the central clearance

section.

° Change the letter for clearance to email.

® External Hajj Unified System

Create a new email to receive

application_Hajj@sfda.gov.sa

Change the email to

Hajj@sfda.gov.sa

applications will be received via
External Hajj Unified System of the

Ministry of Hajj.
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Section One: Imported products such as medicines, medical devices and supplies that are in the

possession of Pilgrim Affairs Offices or official government agencies coming to the

Kingdom for the use by patients of the mission and impediments to the supply of

food items.

First: Conditions and Rules:

1- These requirements are to be executed through the External Hajj Unified System of the Ministry of Hajj and
Umrah in order to facilitate and accelerate procedures, and if it was completed before the beginning of the Hajj
season for this year, then in this case it is necessary to submit applications and documents electronically, with
no need of hard copy submission.

2- Compliance with the supply of medicines, medical equipment and supplies via the accredited airports. (King
Abdul Aziz International Airport in Jeddah and Prince Mohammed bin Abdul Aziz Airport in Madinah) during
the period from 15 Shawwal to 30 Dhu al-Qa’da Clearance of anything that arrives outside this period shall
not be approved in accordance with the conditions contained in the booklet of instructions governing Haijj
affairs issued by the Ministry of Hajj and Umrah, and the supply otherwise shall not be approved.

3- Hajj Affairs Offices must submit official documents and details on medicines, medical devices and supplies to
the Ministry of Hajj and Umrah at least fifteen (15) days prior to the arrival date of the shipment, and also
send an electronic copy of the documents set forth in the second paragraph (Documents Required) via email
to the office of the Food and Drug Authority at the port of arrival at western central clearance section

(Hajj@sfda.gov.sa)

4- The dispensing of narcotic and psychotropic medicines will be monitored through the restricted drug system

(CDS) via the following link (https://cds.sfda.gov.sa ).

5-  When importing controlled drugs with the Mission, Pilgrim Affairs Offices must adhere to the following:
A. Attach a copy of the medical licenses of the medical missions’ headquarters in Makkah and Madinah.
b. The Custodian of Narcotic Drugs and Psychotropic Substances is obligated to enter the quantities
dispensed for each prescription dispensed through the Restricted Drugs System (CDS) via the following link

(https://cds.sfda.gov.sa ), through an account provided by the SFDA to the Hajj Affairs Office.
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c.  Provide proof of the need to supply restricted medicines by providing the following requirements:

1. Medical prescriptions for the pilgrims belonging to the mission indicating their need for these
medicines.
2. The number of beneficiaries of restricted medicines and their medical condition.

6- The import of medicines and medical devices relating to Pilgrim Affairs Offices arriving via King Abdul Aziz

International Airport in Jeddah shall be by airfreight only and under a bill of lading in order for the formal

customs procedures to be applied for the clearance of medicines and medical devices.

7-  The staff of the Hajj Affairs Office shall have a licensed medical team and the required medicines shall be under
the supervision and responsibility of the head of the medical team.

8- The supply of medical devices and supplies containing radioactive materials shall not be permitted.

9- ltis prohibited to import the medicines and pharmaceutical products containing substances that fall within

the banned lists locally and internationally .

10- The contents of the packing statement of the attached list of products to be imported and submitted for
clearance must be verified in accordance with the actual content of shipments received through the port, with
the provision that the lists and cartons shall be numbered in such a way as to facilitate the procedures of
inspection and checking of items.

11- All Pilgrim Affairs Offices upon leave must do:

- re-export the remaining quantities of medicines and medical devices upon departure of the mission from
the Kingdom, under a customs declaration.

- A copy of the statement of what was dispensed, what is remaining and what was damaged must be
submitted.

due to non-compliance of some of Hajj Affairs Offices to the submitted Commitments in pervious Hajj seasons,

the responsible person will not be able to leave the kingdom until the submitted Commitments are fulfilled and

all the remaining quantities are re-exported and receiving a letter from SFDA directed to border control.

12- The distribution of excess or unnecessary quantities of medicines, medical devices and supplies to any entity
shall not be permitted. They shall not be allowed to be kept in the residential premises after the end of the Hajj

season and must be re-exported so as not to be damaged.
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13- The mission must import the necessary medicines, medical devices and supplies only for the use of the

personnel of the mission by estimating the annual consumption based on what was consumed during the

previous years, and it must not supply large quantities in excess of the need. The SFDA has the right to reject

any product or quantity that it deems to be in excess of the need of the mission.

14- The supply of food items to the Pilgrim Affairs Offices for the purpose of catering shall not be permitted, as this

is provided by the catering operators in accordance with the booklet of instructions regulating Hajj affairs and

the memorandum of agreement between the Ministry of Hajj and the Pilgrim Affairs Office.

15- The import of food items from the list of countries from which import is prohibited as published on the

Authority’s website shall not be permitted.

16- The import of food items listed in the list of food items prohibited for import shall not be permitted to be

imported according to the customs terms published on the Authority's website (List attached).

Second: Documents Required for Clearance:

a. EMAIL addressed to Ha|] @sfda .80V.Sa indicating the name of the responsible personal for

the imported medicines, pharmaceutical products, medical devices and supplies and the re-export

of the remaining quantities, the record number of the transaction at the Ministry of Hajj, Attach a

copy of the medical licenses of the Hajj offices (if importing controlled medicines) and a copy of

the concluded memorandum of agreement with the total number of pilgrims, and a table with the

following data:

Total number of
pilgrims -
according to the
memorandum of

agreement

Name of the head of
the mission and

contact number

Name and number of pharmacist
/ physician responsible for the
drugs and custody of narcotic

and psychotropic substances

Number of
medical facilities

in Makkah

Number of
medical facilities

in Madinah

Port of Entry
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b. A pledge to limit the use of the medicines, medical devices and supplies to the personnel of the
mission only and under their responsibility, that these shall not be sold or disposed of in any
manner whatsoever, and the Commitment to enter the dispensed quantities of narcotic and
psychotropic medications through the restricted drug system (CDS) for each prescription
dispensed and that the remaining amounts thereof shall be returned together with the mission
when it returns; also submitting a statement of what was dispensed , what is remaining and
what was damaged, prior to the mission’s departure from the Kingdom to the branch of the
Food and Drug Authority at the customs port; a pledge to delete contract with an accredited
company to dispose medical waste (Attached is the form for the pledge that is required to be

submitted with the Pilgrim Affairs Offices or the official missions).
c. Packing statement of:

® controlled and narcotic drugs.
® (non-controlled) drugs.

® medical devices and supplies.
approved by the competent authority in the mission’s country and endorsed by the
Saudi Embassy.

For controlled, non-controlled and narcotic drugs statement containing:
® the scientific name
® pharmaceutical form
® concentration
® size

® required quantity

number of cases treated

For medical devices and supplies statement containing:

® the name of the item or device.
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® the required quantity.

together with filling out the attached form and providing it in an electronic format in Excel, and attaching the
invoices showing the quantity, weight and value, with the need to ensure that they conform to the quantities and
items approved within the lists with the shipment received and that the lists and cartons contain explanatory

numbers to facilitate inspection procedures.

Section Two: Products such as medicines, pharmaceutical products or medical devices and supplies

that arrive with doctors accompanying Hajj campaigns coming through air, sea or

land ports for emergency use by pilgrims during the duration of travel to reach the

holy sites and impediments to the supply of food items.

First: Conditions and Rules:

1- These requirements are to be executed through the External Hajj Unified System of the Ministry of Hajj
and Umrah in order to facilitate and accelerate procedures, and if it was completed before the beginning of
the Hajj season for this year, then in this case it is necessary to submit applications and documents
electronically, with no need of hard copy submission.

2- The medicines and medical supplies that arrive with the doctor must be for emergency cases only and in
quantities that will cover the needs of the members of campaign accompanying the doctor for their
personal use during the journey and the transfer to the residential premises or holy sites and until they are
connected to the Pilgrim Affairs Office later.

3- The supply of narcotic or controlled drugs with the doctor for the use of pilgrims during the period of
movement up to the holy sites shall be prohibited.

4- The supply of products containing substances that fall within the banned lists locally and internationally

shall be prohibited.
11




5- The supply of medical devices and supplies containing radioactive materials shall not be permitted.

6- The supply of food items to Hajj campaigns and offices shall be prohibited and there is no need to transport
them with the doctor accompanying the campaign.

7- The medicines and medical supplies must be under the responsibility of the doctor accompanying the

campaign, and he must re-export the remaining quantities thereof when departing from the Kingdom.

Second: Documents Required for Clearance:

1- Aletter from the Ministry of Health of the doctor accompanying the campaign stating that he is charged
with accompanying the campaign to provide the necessary emergency treatment services during the
journey of the campaign until it reaches the holy sites.

2- Inthe event that the above-mentioned letter is not available, medical reports / prescriptions indicating the
need of the patients accompanying the doctor shall be attached to the emergency products during the
period of transfer to the premises.

3- A pledge from the doctor stating his responsibility for the medicines and medical supplies, that they will
only be dispensed to pilgrims of the campaign, and that the remaining amounts shall be re-exported when
leaving the Kingdom in accordance with the undertaking form required to be submitted by the doctor

accompanying the campaign‘

Section Three: Products such as medicines, medical devices and supplies, and food items that arrive

and are in the possession of pilgrims for personal use.

)/ . . .
** First: Controlled and narcotic drugs and non- controlled drugs and pharmaceutical products:

® Regulations and Requirements:

O Clearance of controlled narcotic drugs shall be approved for a quantity that is adequate for a maximum
of 30 days or the duration of the patient's stay in the Kingdom, whichever is lesser, provided that the

Expiry date is valid and only for the personal use of the pilgrim under his responsibility.
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O Clearance of non-controlled drugs shall be approved for a quantity that does not exceed one month use
or the duration of the patient's stay in the Kingdom, whichever is lesser, for the personal use of the
pilgrim under his responsibility.

O Ifthe quantity of medicine required to be cleared is more than the patient's need, the remaining quantity
shall be disposed.

O The entry of medicines and pharmaceutical preparations that arrive with pilgrims without their original
packaging or that dispensed from the medical institution shall be prohibited.

The entry of expired medicines and pharmaceutical products shall be prohibited.
The medicines and pharmaceutical products required to be cleared must be free of internationally and
locally banned substances and radioactive materials.

O The Authority shall not permit the entry of preparations with an unknown formulation, as well as those
that have falsified medical claims such as (weight loss, weight gain, whitening, sexual claims).

O The Authority recommends that you consult your doctor before using any pharmaceutical preparation.

® Requirements for the release of controlled narcotic drugs:

1. Providing a detailed medical report approved by the institution treating the patient, which shall not be
more than six months old, and which must contain the following:
a. Personal information about the patient.
b. Medical diagnosis.
c. Treatment Plan and Duration.
d. Medical Recommendations.
e. Scientific name of the drug, pharmaceutical form and prescribed dosage.
2. Or Providing a medical prescription made out in the patient’s name approved by the same treatment
institution, which shall not be more than six months old, and which must contain the following

information:
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a. Diagnosis of the disease.
Scientific name of the drug, pharmaceutical form and prescribed dosage.
c. How to use and duration of treatment.

d. Seal of the Treatment Institution.

® Requirements for the release of non-controlled Drugs and pharmaceutical products:

1. A copy of the medical report or prescription for the prescribed medicines, indicating the diagnosis and
the medicine required for treatment, indicating the duration of treatment and the recommended

dosage, which shall not be more than six months old.

/ . . .
%* Second: Medical devices and Supplies:

® Regulations and Requirements:

O Clearance of medical devices and supplies shall be approved for a quantity that does not exceed one
month use or the duration of the pilgrim’s stay in the Kingdom, whichever is lesser, for the personal use
of the pilgrim only and under his responsibility.

O Ifthe quantity of medical equipment and supplies required to be cleared is more than the patient's need,
the remaining quantity shall be disposed.

O The entry of medical devices and supplies that arrive with pilgrims without their original packaging or
that dispensed from the medical institution shall be prohibited.

The entry of expired medical devices and supplies shall be prohibited.
The medical devices and supplies required to be cleared must be free of internationally banned

substances and radioactive materials.
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® Requirements:

1. Acopy of the medical report or prescription for prescribed medical equipment and supplies, indicating
the diagnosis and the need for the medical equipment or product required for treatment, indicating the

duration of treatment, which shall not be more than six months old.

R/ .
** Third: Food Items:

® Conditions and Rules:

O Theimport of food items listed in the list of food items prohibited for import shall not be permitted to
be imported according to the customs terms published on the Authority's website (list attached).

O Any food item must contain a food label irrespective of the type of food product (dairy, cheese, meat,
poultry, fish, canned).

O The entry of food items that are expired or that do not bear an expiry date shall be prohibited.

O Theentry of any food items showing signs of damage or spoiling, for example (presence of mould, bad
smell, discoloration and change of the food’s physical properties).

O The entry of any food items that have been warned about via the website of the Food and Drug
Authority due to their violation of technical regulations and approved standard specifications, shall be
prohibited.

O The entry of any food items whose food card contains any of the following ingredients (alcohol, pig
fats and derivatives, prohibited additives) shall be prohibited.

O The food item that arrives with the pilgrim must be preserved according to the appropriate
preservation method and especially food items that require cooling or freezing.

O Theentry of any food item that is contaminated with insects or any other contaminants in contact with

the food item or the packaging of the food product shall be prohibited.
15




O The entry of any food item containing health or nutritional claims or containing images that suggest
medical or nutritional claims on the food product shall be prohibited.

O The entry of food items that arrive with pilgrims in containers that are not intended to store food items
or that are found to be in unclean containers shall be prohibited.

o The entry of food items that arrive with pilgrims in commercial quantities and in excess of their needs

shall be prohibited.

Section Four: Forms, Pledge and Lists

Narcotics & Controlled Drugs List (https://www.sfda.gov.sa/ar/forms/79535)

Controlled Drug List Drug List Medical Devices List
AtcCode AtcCode Medical Device Name
Generic Name Generic Name Package Size (per Box)
Trade Name Trade Name Quantity (Number Of Boxes)
Batch number Strength Total Quantity smallest Unit
Expiry Dosage Form
Voulme ml Number Of Boxes
Package Size
Strength
(EX: Number of tablets in each Box)
Dosage Form Total Quantity smallest Unit
No. of patients using the product for
Number Of Boxes
Chronic Disease
Package Size

(EX: Number of tablets in each Box)

Total Quantity smallest Unit

No. of patients using the product
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*Source: Saudi Customs Authority, Customs Tariff Book, 15th Edition, 1433 H-2012G.




