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Introduction

The Nutrition Section in the Ministry of Health in the Kingdom of Bahrain
frequently works on developing their procedures to make it efficient for agents and
business holders to submit requests for licensing and importing special food in the
kingdom of Bahrain.

This Guideline documents are meant to provide assistance to industries and
professionals on how to comply with governing statutes and regulations. The
purpose of this guideline is to provide clear instruction on the Nutrition Section-

Public Health directorate procedures for licensing and update of Special Food.

Guideline Scope

This guideline is made for special food product which are defined as food or food

ingredients that claim to give physiological benefits that gives a higher beneficial

value in promoting health and protects or lowers chances from diseases. Special food

comes in different forms.
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Special Food Types

Special food

Definitions

Foods for infants and young
children (0-36 months)

Breast milk substitute and complementary foods for
infant and for young children (0-36 months).

Foods for use in weight control
diets

Special food for weight loss, weight gain and products
for diabetes.

Sport supplements

Special food for improving athletic performance and
build muscle.

Energy drinks

Energy drinks promoted as raising the level of mental
and physical activity. Contained a high percentage of
caffeine, sugar or artificial sweeteners is a basic basics
component and it contains additional ingredients that
give stimulating properties such as taurine, guarana,
ginseng, and glucuronolactone.

Vitamins and mineral supplements

Special food containing one or more vitamins or
minerals.

Carbohydrates, protein, and fats
supplements

Special food that contain fatty acids, amino acids, or
carbohydrates.

Foods with health or nutritional
claims

Special food that provides physiological benefits
beyond basic nutritional functions.

Others

Other supplements for nutritional and health
purposes.
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Producers on Submitting for Pre-importing License Decision

Applicants should fill out a special food checklist (appendix1) and prepare all

documents listed below because they are mandatory requirements without them

product study and decision procedures cannot be completed:

Mandatory Requirements

Copy of commercial registration certificate.

Copy of certificate to practice commercial activities under health surveillances import, export in sale
of functional healthy food.

Copy of the agent (applicant) identity (CPR).

Two copies of colored clear Mocks-ups of outer label (artwork), inner label and packaged leaflet
(with company signature and stamp).

Labelling and adjoining explanatory statements shall be in Arabic and, where another language is
used, it shall be alongside the Arabic. All the information provided in another language shall be
identical with those written in Arabic.

Products under NHRA classification: Official and valid Health product classification letter (signed and
stamped) issued from national health regulatory authority (NHRA).

Free sale certificate: with marketing date must be legalized or declaration from issuing authority and
by the embassy of the Kingdom of Bahrain in the country of origin or embassy of any Arab country.

Lab analysis for product composition content (with exact composition per serving, source and
function of each ingredient) from accredited lab. (Good laboratory practice could be required) Lab
file must be provided from the company not external.

Valid legalized good manufacturing practice certificate/ manufacturing license of the manufacture
from country of origin.

Sample of the product should submitted if required.

Any other required documents.
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Documents requirements If available
A previously issued certificate for the same product from nutrition section.

Copy of licensed certificate issued by one of the GCC countries.

W The Pre-importing license application should be submitted through the customs
single window for trade (OFOQ Bahrain).

W Determining the right HS-code of the product (that are related to nutrition section
(appendix2)). HS-code it is a number that includes names of Goods, their
description and distinction, and the categories of customs duties to which they
are subject. It is used to classify goods and determine their customs tariffs. For
more information, visit the website of the Customs Affairs in the Kingdom of
Bahrain

W The attachments of all the mandatory requirements mentioned in the first point

must be entered through the customs single window for trade (OFOQ Bahrain).

WV The nutrition section will review the application along with all required

documents. Any missing mandatory documents will result in rejection of the

application.
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W Product is assessed in accordance with Nutrition Section-public health standard
operating procedures, accredited references and legislations.

W During the period of studying the product, if any queries are raised, a request for
further information will be emailed to the applicant. The applicant will have a
time limit of thirty days unless if the agent requests an extension through the
email. The absence of any response will result in rejection of the application and

will require resubmission.

W Special food license decision will take a maximum of thirty working days to be
proceeded, however in some cases the time limit may differ due to some products

that may require further evaluation.

W Special Food pre-importing license is made by one of the following decisions::

1) Approve: with the validity of five years

2) Disapprove: Applicant will have a maximum of thirty days to send an official
letter to the Nutrition section in public health to re-consider the decision of
the products with the reason.
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W Any changes accrued in the product composition/quantity or changes in the label,

pack size or any other changes will require the agent to re-submit for a new
registration application.
W The Safety, import and clearance of the product falls under food control

department.

Food control section are responsible authority for the procedures and policy

regarding the food safety, importation and clearance regulations.

Applicants are required to renew Special Food license every five years of its
issuance. Nutrition Section-Public Health encourages the applicant to submit the
renewal application within three months prior to expiry of the existing license. It is

the responsibility of the applicant to adhere to these timelines.
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Producers on Submitting for Pre-importing License Decision Diagram
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General Restriction

All products will be assessed by scientific guidelines by the nutrition section
in the Ministry of Health. According to local regulations and laws, GCC
standards, as well as national regulations and accreted references.

All required documents must be legalized or have a declaration from issuing
authority when submitting documents through the customs single window for
trade (OFOQ Bahrain). Failure to provide the necessary materials/information
will result in delay or cancellation of the application.

When submitting a license application through the customs single window for

trade (OFOQ Bahrain), consideration must be given to choosing the (multiple

license type) in order to be able to enter the shipments of the approved product

over a period of five years.
It is mandatory to provide accredited lab (Appendix (3)) analysis certificate for
the product. Laboratory analysis dossier (lab documents) which should be

issued by the manufacture company and not the importer.
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The product label must include the following:

The name of the product.

List of active and inactive ingredients

Nutritional data

Net contents

The name and the address of the manufacturer or the packing factory
Country of origin

Date marking and instructions for storage and use

Special food label must be subject to the GCC Standards /Technical

regulations and equivalents.

It is forbidden to market or claim that the product is licensed by the ministry
of health or use the logo of the ministry of health on the package of the

product.

Any changes accrued in the product composition/quantity or changes in the

label, pack size or any other changes will require the agent to re-submit for a
new registration application.

Marketing Special Food is not allowed unless approval is given from the
Nutrition section —Public health directorate (appendix 4).

The Safety, import and clearance of the product falls under food control

section.

Nutrition Section — Public Health Directorate- Ministry of Health
Contact N0:17286020- Email: PHDNutrition@health.gov.bh




In regards to energy drinks, it is prohibited to do any of the following
actions:

It is prohibited to sell it to persons under 18 years, all retail shops that sell
energy drinks directly to consumers, should put in a prominent place a clear,
legible statement in both Arabic and English language that it is not allowed to
sell for persons under 18 years based on their regulations.

It is prohibited to sell it in restaurants and canteens at health and educational

institutions.

Manufacturers and importers of energy drinks should add the following
cautionary statement on the label of Energy Drinks in a prominent way in
both Arabic and English language: “not suitable for pregnant or lactating
women, persons under 18, years persons with sensitivity to caffeine or any

other product components, or those who suffer from diseases that may affect

their health especially Cardiovascular Disease patients, diabetics, and athletes

during exercise”
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Resolution No. 13 of 2021 for issuing the executive regulation of Public
Health Law has set a regulatory period not exceeding six months from the date
of its implementation in order for the sellers, manufacturers and importers of
energy drinks to adjust their positions in accordance with the provisions and
requirements existed in the regulation. That is from the day following its
publication in the Official Gazette, on 05/03/2021.

Regarding the energy drinks products that currently offered in the market, the
provisions of the regulation regarding energy drinks are not applied to them,
and they will continue to be sold until the end of the regulatory period (six
months).

Nutrition Section in the Public Health Directorate will provide technical

support and assistance whenever sellers, manufacturers and importers faced

any obstacles during the implementation or have inquiries in regard to energy
drinks on the following contact details:

Email: Phdnutrition@health.gov.bh

Contact N0:17286020
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Special Food Advertising Restriction

Marketing Special Food in any way of advertising whether it is (audible, visual,
readable) is not allowed unless approval is given from the nutrition section

according to the following:

The content of the advertisement must be consistent with the products uses
and the scientific evidence of its effectiveness.

The advertisement should not include any exaggeration, deceptive,
misleading messages.

The advertisement should not encourage any unhealthy diet and lifestyle
behaviors.

The advertisement cannot be marketed directly or indirectly in a way that
can cause harm to another product.

The advertisement should not conflict with any cultural believes and
behavior.

After assuring that the marketing request compliant with the requirements of
marketing Special foods. The period, layout and information in the
advertisement must be mentioned in the license (appendix 4).

In case the advertisement violated the given license, the nutrition section

will take an action against the violated company.
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Special Food HS-code

18011010
Breast milk substitute 15011090

19011020

21062099

Snacks for children 20051010

20071010

Protein powder 21061000

Energy drinks 22021024

Food supplements 21069093

Supplements that contain more than one vitamin 21065003

Other food supplements for nutritionzl enhancement purposes 21065003

Muscle growth supplemeant 21062096

Protein hydrolyzed mainly from a mixture of aming zcids and sodium 31065005

chloride, and used in food preparations.

mineral water for athletes with zdded sugar or other swesteners 272021013

itamins {A) and their derivatives 25262100

itamin {811 and its derivatives 29362200

itamin {B2) and its derivatives 25362300

O - or DL - pantothenic acid (vitamin BS) and its derivatives 25262400

itamin {BE) and its derivatives 25362500

itamin {812} and its derivatives 29362600

itamin {C) and its derivatives 25362700

‘itamin {E} and its derfvatives 29362800

Other vitamins and their derivatives 25362800

Cther, including natursl concentrates 29369000
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Saudi Ajal Labs

Element Materials Technology Saudi Labs
The Stability Laboratory

Saudi specialized laboratories Co.

King Abdullah International Medical Research Center
Bureau Veritas Company.

Hasanah Specialized Labs Company

Gulf Star laboratory

Jubail International Laboratorys

tcr Arabia Laboratory

ALS Arabia laboratory

Asure quality laboratory

Al Ahly food industries
Honey Quality Laboratory
IDAC Merieux NutriSciences
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Country Authority

Italy Ministero Della Salute DGISAN
Spain AECOSAN & F5C from one of the notified bodies in the approved list

Germany BVL-notification & FSC from one of the notified bodies in the approved list

Canada Health Canada

usa Food and drug administration
New Zealand MEDSAFE
UK RURAL PAYMENT AGEMCY

France Synadiet

R Il I B ol B B

Switzerland Swiss export control- competent authority

8

India 1. Food safety & standards act

2. Drug control dept

Poland Chief Sanitary Inspectorate of the state Sanitary Inspection

Egypt Ministry of health

Food Supplements- Republic of Turkey Ministry of Food, agriculture &

Turk:
urkey Livestock

Philippines FDA of Philippines

Korea Ministry of food and drug safety

Cyprus Ministry of health

Japan ministry of health labour and welfare

UAE Registration certificate - Dubai municipality

Romania Mlinistry of agriculture for medicinal herbs
Thailand FDA of Thailand

Portugal directorate general for food & veterinary

Slovenia MOH of Slovenia

Cosmetics- Victorian Chamber of commerce & industry

Australi
pstratia Therapeutic Goods Administration (TGA)

Jordan Jordan food & drug administration

Directorate General of Pharmaceutical Affairs and Drug Control (DGPA&DC) at

0
man the Ministry of Health (MOH)

Saudi Arabia Drug sector Saudi food & drug authority

Nutrition Section — Public Health Directorate- Ministry of Health
Contact N0:17286020- Email: PHDNutrition@health.gov.bh




