Jooly ool sl el a5
Saudi Food & Drug Authority sres

Regulations and Requirements for the clearance of
medicines, pharmaceutical products, medical
devices and supplies, and food products that arrive

for pilgrims' use

Version 2.2
Date of publication 14 jun 2018
Date of implementation 14 jun 2018




¥

Regulations and Requirements for the clearance of
medicines, pharmaceutical products, medical
devices and supplies, and food products that arrive

for pilgrims' use

Version 2.2

Saudi Food & Drug Authority

19999
For inquiries and suggestions

CEC@sfda.gov.sa

For more information visit the official website

https://www.sfda.gov.sa/ar/regulations?tags=2

2



mailto:CEC@sfda.gov.sa
https://www.sfda.gov.sa/ar/regulations?tags=2

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




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

Governance and Clearance
> 21/08/1446 Development directorate update




® The update in this version

Title

update

® Section one.

**Addition:**

Compliance with the provisions outlined in the Medical Hajj
Offices Permits document issued by the Ministry of Health.
**Addition:**

Attach a copy of the Health Affairs license for the medical facilities
where medicines will be stored and preserved during the season.
**Deletion:**

Requirements for supplying controlled medicines with the
mission and related commitments.

**Deletion and Replacement:**

**Delete:** "Due to the failure of some missions to comply with
the commitments submitted annually, the custodians will not be
allowed to leave the Kingdom..."

**Replace with:** "The list of compliant and non-compliant
offices will be shared with the Ministry of Health and the Ministry

of Hajj and Umrah to take the necessary actions accordingly."”

® Section three.

Narcotic drugs and psychotropic substances carried by pilgrims
for personal use are exempt from this requirement, provided that
prior approval is obtained from the Saudi Food and Drug
Authority through the Controlled Drugs System (CDS) program
via the following link:

[https://cds.sfda.gov.sa] (https://cds.sfda.gov.sa).

® Section four

Delete the page related to narcotic drugs in the Excel file.
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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 provisions outlined in the Medical Hajj Offices Permits document issued by the Ministry
of Health regarding contracting with a licensed service provider in the Kingdom of Saudi Arabia to supervise or
provide services. This includes the responsibility of verifying the transportation, storage, dispensing, and re-
export of medicines. The service supervisor has the right to contract with a third party to fulfill all the
requirements of the authority related to the importation of medicines and medical supplies for the Hajj Affairs
Offices.

3- Compliance with the supply of medicines, medical equipment and supplies via the accredited airports.

- (King Abdul Aziz International Airport in Jeddah.

- 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 Hajj affairs issued by the Ministry of Hajj and Umrah.

4- Haijj 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)
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11-

12

13-

14-

Attach a copy of the Health Affairs license for the medical facilities where medicines will be stored and
preserved during the season.

The importation of narcotic drugs and psychotropic substances is not permitted. The attached schedules of the
Narcotic Drugs and Psychotropic Substances Control System can be accessed through the following link:

https://www.sfda.gov.sa/ar/regulations/62877 .

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.

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.

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

Itis prohibited to import the medicines and pharmaceutical products containing substances that fall within

the banned lists locally and internationally .

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.

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.

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.

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
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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.

15- 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.

16- 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.

17- 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 Hajj@sfda.gov.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, and a copy of the concluded
memorandum of agreement with the total number of pilgrims, And complete the forms and

commitments outlined in section Four.

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 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:

® (non-controlled) drugs.

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

For non-controlled drugs statement containing:
® the scientific name
® pharmaceutical form
® concentration

® sjze

required quantity

number of cases treated

For medical devices and supplies statement containing:

® the name of the item or device.

® therequired 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.
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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.

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

6- Thesupply 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.
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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.

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

® Regulations and Requirements:

1. 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.

2. 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.

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

4. 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.

5. The entry of expired medicines and pharmaceutical products shall be prohibited.

6. The medicines and pharmaceutical products required to be cleared must be free of internationally and
locally banned substances and radioactive materials.

7. 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).

8. The Authority recommends that you consult your doctor before using any pharmaceutical preparation.
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® Requirements for the clearance 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:

a. Diagnosis of the disease.
b. 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.
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%* Second: Medical devices and Supplies:

® Regulations and Requirements:

1. 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.

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

3. 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.

4. The entry of expired medical devices and supplies shall be prohibited.

5. The medical devices and supplies required to be cleared must be free of internationally banned

substances and radioactive materials.

® Requirements:

1. A copy 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:

1. 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).

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

3. Theentry of food items that are expired or that do not bear an expiry date shall be prohibited.

4. The entry 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).
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11.

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.

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.

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.

The entry 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.

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.

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.

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

The data must be submitted through the Ministry of Hajj and Umrah's electronic platform for
overseas pilgrims (Medical Supplies Services). In case of technical challenges, a report should be
submitted, and requests should be completed via email by sending the Excel file, which can be
accessed through the following link:

https://www.sfda.gov.sa/sites/default/files/2024-04/Drug-hajj-522 0.xIsx
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The commitment required to be submitted with the Hajj Affairs Offices or official

.missions

COUNTRY NAME

gl el

Total number of pilgrims - according to

the agreement

A8lasl 39 Elazﬂ Sis ch:-‘

Shipment Port of Entry

L i) Jj.pj i

Date of Shipment arrived

W dd) Jguo9 S

Makkah Medical headquarters
(LOCATION — DATE OF OPENINIG

AND CLOSING)

LS ey iyl lall it bl
(aL1 Jos s ol s /ol iall)

Madinah Medical headquarters
(LOCATION — DATE OF OPENINIG

AND CLOSING)

au s syl @lal Hall sl
o Alzs Llas 7,15 / 0l giadl) 559!
(&t

Makkah Number of clinics

A0y SL 40y Al il yaL) s

Madinah Number of clinics

Al Apdall oAkl sue

I, the undersigned, pledge that all the above-mentioned

information is correct and that the Pilgrims Affairs Office is

responsible for adhering to the following items:

odel 3,90 tl Slaglall aan dmymy slsal pdgll Ll uali
Al 39adl p AW 7z el (9540 i Aelgiug

7/
L X4

The Medications and medical devices and
materials, which are imported under our
responsibility and commit that it will be used by
the members of the campaign only, and it will not
be sold or used in any manner whatsoever and the
remaining quantities will be returned when the
campaign depart to their country.

Bysiadl Apdatl culozl wdly 55 2¥ls 2uos¥l oLy aams %*
oo Loy s co =i 2l all iz pwge A5
By iaill ol Lagy @iy -J9 daad el o, 89 ) skl
Shol @ e A LalSII Loy wng «uslS dlyug Ly L
il sleSdl Bale) @i dily Lalai wl e i s

Lesse Jl> atadl po Lis

7
A X4

we also commit to take full responsibility to Sign
contract with approved medical waste Company.

7/

LY S eiae AS, & o aslaslly ‘:Lﬁ."ﬁl_a W] Loyl %
Aallai 2 Glay L3 ey Adal) il

With my full knowledge | am the undersigned that
I will be prevented from leaving the Kingdom if |
do not comply with the above.

7/

833l (yo AR e PRITYERY 8ol ] oole JslSan
el ,S3 Loy ol poe JI> 3 3SLall
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The name of the person responsible for the
medication:

Asga¥l B o Jopund | o]

Job title: s
Passport number: Sl o8
E-mail: 39 AT Lyl
Mobile number: gzl o3,
Signature:
s :@éjﬂl
sladl 83580l utsy poss]
Name of the head of the medical team:
::L_é’“a-” )am |
Job title:
S{IES PV
Passport number: Slell 03
E-mail: o AT gl
Mobile number: gzl o3,
Signature:
:@é}zji
Stamp
el
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**|_st of Prohibited Food Items for Import* According to
Customs Tariff Codes.**

Item HS Code **tem
Code**
Boazma 9l Base gl Azl ¢ u3lisdl Alpuad agxd 0203
Buazs 9l Base of Al
b3 Blaily A L3 02031100
Leodany Lalady 8LiSTg 3Lsedl 02031200
laps --- 02031900
b3 Blaily A L3 02032100
Leaany Laladg 3LiSTg 3L 02032200
Ly 02032900
Baje ol Buazma 9l Azl JLaidly Jladly sazedly Jousddl biliad oo 0205
laps --- 02050090
eadly Jusedly sellly o Lally psbiselly ¥l Jilabd oo S Axllio 31,y s Las| 0206
Bueza ol Base of il (Jlaslly Jladlg
By gl azjlls yuslidl Aad (o 02063000
2LSTH-- 02064100
Lo ps-- 02064900
Biazme ol Baye o Azl JSH Ao 81 bolg cLitinlg p gt 0208
goligs 3Ll 02089091
oM=Ll Gl of LI paliiue A2 (52185 soub by e s e 0209
Lo ol Ladzma of mlas slo 3 5l Ll of Btazes of 53700 of Azl (5,5
RIS (e 02091000
Gelunay 3435 s e ol Addme zlas clo ol Amlas JS adlio Bl Lolg s LiTg o gx 0210
LT ol ey a9z (e S Axllin
sl Uiad a g
Lelac g Lealadg caLSTg Lsed] 02101100
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Lealady eoed LUty soio 02101200

lape-- 02101900

(31818) JLl > disaliandy ol 39> 0908
Boun Vg Jigyme e ool 39 09081100

Byus 91 Jigyzme culall jou 09081200
Bgmun Vo Ligyma g calall S Luoliun 09082100
WBgoeun 9l Ldgpma cudall jo Luliwy 09082200

ByuSe i€ Qp,si Ay y9.ug Hladl 1207
el b 59y 12079100
hlsedis-- 12079910

b ygu-- 12079920
dLasliaiy wbils” 1211
L EeSI 5lyel . 12113000

B ES- - 12114000

sgud Ll .. 12119020

Gl i .. 12119060

Asls alaMs s alylac 1302
Asls obadsg ilylac

...... Ogud] 13021100

Lapd--

i 13021910

skl s Led L) s pomds 1501
A (s 15011000
ARV EAVEY-: 15012000

sl as Caiy sl eeediy e (ol 1503
...... RS (e 15030011

......... SO 15030021

P O 15030091

dilgu> pomdig G039 D193 1518
RS (e 15180011
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Sl g pagl s e 16010010

Gl 25 (e ol Bhblg slit (e ol agd (o y5T A giama Blialy ol iiae 1602
dalady sl dses.. 16024100

dalady yu5isdl 43S 16024200
Lol Lpd Lo Lape . 16024900

A EPVES PRRPICATS N 16029030

IS e gz ¥ ¢ (s Lyl IS 5-adl Ld Lay) 30,80 cile ginan 1704
JoxS e Lgima sliag 4S54, 17049080
SIS e Gzt 3T Aslie Ol pynmmag ISy & 1806
Jg=S e Syioes Bgdma 18063110
Jo=S e Ggioms bydime i 18063210

(cdll) Labdl pand oo deginms By da> 22030000 | 2203
& Lo 31l e cadl dddlas £ JoeSTL 815all 8A6Y1 cld § Ly il e (oo s 2204
Yo, 8 anl

Slgd dews 22041000

o Lraw w33 ¥ e ol § JomS A8Lak, Lajlars| Cadgl of aie e 48,31 0l | 22042100

Ay

opé Jo=S 28U Laylans cadgl of aie cuis 48Dl « 31 sl 22042900

Gl 4 (ya 31 81931 J9xS AL Laylers| Cadgl of aie e 48w ¢ 31 50l | 22043000

Lylac slge of bl 4She il cie (o 5T usly Cigand 2205
AY oo Lrase wos¥ 2l 3 22051000

laps 22059000

Braza Bbgydne badlis (s Jue ol GAS ol 7Las lyd) ,31 Brake ligyiia [ 22060000 | 2206
ST O @8)58 e of Ay p2 &dgmS ¥ by, dia po Spaine ligydia Jadlinag

Jebil JsS o %A e dud el JgmeSOl jlann Jay ¥ Jlane pé il JymS 2207
"0 ke 6 oo sl Alaall &g 3l ligyddl (e spes e

ot 10 sle &l oo Alaall 2zl g, adl (0 29 Jlans Julal Jg=S. 22072050

Loy Dby tlaz> WA+ e 4ud (el JgSIl Hle by Jlane pe Sl Jg=S 2208
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*Source: Saudi Customs Authority, Customs Tariff Book, 15th Edition, 1433 H-2012G.
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