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Foreword

This Malaysian Standard was developed by the Working Group on Revision of MS 2424 —
Halal Pharmaceuticals- General requirements under the authority of the Industry Standards
Committee on Halal Standards.

Major modifications in this revision are as follows:

a)

b)

the title of this Malaysian Standard has been replaced with “Halal Pharmaceuticals -
General requirements;

» o«

incorporation of definition on “activated saccharide”, “adjuvant”, “carrier protein”, “cell
culture”, “filling lot”, “ non-halal”, “Halal competent authority”, “internal halal committee”,
“manufacturing area/facility”, “master cell bank”, “master seed lot”, “fatwa”, “Active
Pharmaceutical Ingredients (API)”, “API Starting Materials”, “buffer”, “excipients”, “growth
medium”, “intermediates”, ‘“materials”, ‘preservatives”, ‘process aids”, “purified

polysaccharide”, “raw materials”, “sertu”,
cell bank” and “working seed lot”,

LT3 5

solvents” and “stabiliser’, “vaccine”, “working
amendment on clause “Quality management’ to “Halal pharmaceutical quality system or
quality management’,

amendment and improvement on clause “Management responsibility’;

amendment and improvement on clause “Manufacturing premise and equipment’;

amendment and improvement on clause “Halal Assurance System” to “Halal
Management System”;

amendment and improvement on clause “Production and storage areas” to
“Manufacturing and storage areas”;

amendment on clause “Production” to Manufacturing’;
incorporation of new requirements on “Transportation”;
incorporation of new requirements on “Synthetic materials”;

amendment and improvement on clause “Packaging materials” to “Packaging and
labelling”;

amendment and improvement on clause “Contract manufacture and analysis’ to
“Outsourced activities;

incorporation of new Annex B; and

amendment and improvement on various clauses for clarity.
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This Malaysian Standard cancels and replaces MS 2424:2012, Halal pharmaceuticals -
General guidelines.

Compliance with a Malaysian Standard does not of itself confer immunity from
legal obligations.
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Halal pharmaceuticals — General requirements (First revision)

0 Introduction

0.1 The Malaysian Standards relating to halal have been developed to meet the
challenges of the growing demand for halal products and services, to complement the halal
ecosystem within Malaysia. This standard was formulated based on the concept of halal built-
in and used by existing competent authorities towards halal certification.

0.2 Halal built-in is a systematic approach to halal product development which begins
with predefined objectives by the management. It embeds or integrates the requirements of
halal as part of the overall management and control systems. It includes all aspect of
manufacturing/ production, from strategy/ planning to research and development to raw
material sourcing until delivery of finished product to its point of purchase. This ensures
continuous compliance to the specific halal requirements and the aspects of product quality,
safety and efficacy along with the hygienic aspects in manufacturing and handling of the halal
product.

0.3 Halal requirements are as stated by Shariah and fatwa that are incorporated into halal
standards which are in the form of the standards developed by the Department of Standards
Malaysia. Halal should be built-in into the entire system.

0.4 Obtaining halal certification is a business strategy and is seen as a value added
element. Since, the main requirements of all pharmaceuticals are their safety and
performance as such, all pharmaceuticals have to be registered with the competent authority
before they can be certified halal.

©STANDARDS MALAYSIA 2019 - All rights reserved 1
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1 Scope

This Malaysian Standard specifies the general requirements in the manufacturing and
handling of halal pharmaceuticals. It serves as a basic requirement for halal pharmaceuticals
in general.

2 Normative references

The following normative references are indispensable for the application of this standard. For
dated references, only the edition cited applies. For undated references, the latest edition of
the normative reference (including any amendments) applies.

MS 2393, Islamic and halal principles — Definitions and interpretations on terminology

Pharmaceutical Inspection Cooperation Scheme (PIC/S): Guide to Good Manufacturing
Practice for Medicinal Products’

Pharmaceutical Inspection Cooperation Scheme (PIC/S): Guide to Good Manufacturing
Practice for Medicinal Products Annexes’

GMP Guidelines for Traditional Medicines and Health Supplements, National Pharmaceutical
Regulatory Agency

3 Terms and definitions

For the purposes of this standard, the terms and definitions given in PIC/S Guide to Good
Manufacturing Practice for Medicinal Products!, GMP Guidelines for Traditional Medicines
and Health Supplements, MS 2393 and the following shall apply.

3.1 activated saccharide

Purified polysaccharide that has been modified by chemical reaction or physical process and
activated in preparation for conjugation to the carrier protein.

3.2 adjuvant

A substance or a combination of substances used in conjunction with a vaccine antigen to
enhance (for example, increase, accelerate, prolong and/or possibly target) the specific
immune response to the vaccine antigen and the clinical effectiveness of the vaccine. This
may also be called a mineral vehicle or immunostimulant.

3.3 carrier protein

The protein to which the polysaccharide is covalently linked for the purpose of eliciting a T-
cell-dependent immune response to the polysaccharide.

" Hereafter, these documents will be referred to as PIC/S GMP Guidelines and PIC/S Annexes
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3.4 cell culture

Cells amplified from the working cell bank and split from those intended for use in production
immediately prior to intentional viral infection (for example, with baculovirus expression.

3.5 competent authority

Competent authority is the agency which is entrusted by the government to carry out work
according to prescribed requirements.

NOTE. In Malaysia there are various competent authorities which are responsible in respective areas
such as drug regulatory control, halal certification, Islamic affairs, local authorities, public health, animal
health, food safety, and etc.

3.6 filling lot

A collection of sealed final containers of vaccine that are homogeneous with respect to the
risk of contamination during the filling process or freeze-drying. A filling lot must therefore
have been filled or prepared in one working session.

3.7 halal

Matters that are lawful and permitted in Islam based on the Shariah law and fatwa.

3.7.1 non-halal

Matters that are unlawful and prohibited in Islam based on the Shariah law and fatwa.

NOTE. Non-halal is also known as haram.

3.8 halal competent authority

In Malaysia, the Halal Competent Authorities are Department of Islamic Development
Malaysia (JAKIM) and the various State Islamic Religious Councils.

3.9 halal pharmaceuticals

Pharmaceutical products that contain ingredients permitted under the Shariah law and fatwa
which:

a) do not contain any parts or products of animals that are non-halal or any parts or
products of animals which are not slaughtered according to Shariah law and fatwa;

b)  do not contain najs according to Shariah law and fatwa;

c) safe and efficacious for human use according to prescribed dosage, of quality and
hygiene;

d) not prepared, processed or manufactured using equipment contaminated with najs
according to Shariah law and fatwa;

e) do not contain any human parts or its derivatives that are not permitted by Shariah law
and fatwa;

©STANDARDS MALAYSIA 2019 - All rights reserved 3
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f) during the preparation, processing, handling, packaging, storage and distribution, the
halal pharmaceutical products are physically segregated from any other pharmaceutical
products that do not meet the requirements stated in items a), b), c), d) or e) or any
other items that have been decreed as non-halal and najs by Shariah law and fatwa.

3.10 internal halal committee

A committee established by the organisation to be responsible for developing, monitoring and
controlling the halal assurance management system to ensure its effectiveness.

3.11 manufacture

All operations of sourcing and receipt of materials, production, packaging, repackaging,
labelling, relabeling, quality control, release, storage, and distribution of Active
Pharmaceutical Ingredients (APIs) and products, and related controls.

3.12 manufacturing premise

Any premise includes any building or any other structure, permanent or otherwise together
with the land on which the building, or other structure is situated and any adjoining land used
in connection with the preparation, processing, handling, packaging, storage, and distribution
of any halal pharmaceuticals.

3.13 manufacturing area/facility

An area intended for all operations involved in the preparation of a medicinal products, from
receipts of materials, through processing and packaging, to its completion as a finished
product including the storage area.

3.14 master cell bank (MCB)

A quantity of well-characterized cells of animal or other origin, derived from a cell seed at a
specific population doubling level (PDL) or passage level, dispensed into multiple containers
and stored under defined conditions. The MCB is prepared from a single homogeneously
mixed pool of cells. In some cases, such as genetically engineered cells, the MCB may be
prepared from a selected cell clone established under defined conditions. However, the MCB
may not be a clonal. The MCB is used to derive a working cell bank (WCB).

3.15 master seed lot (MSL)

A lot or bank of cells or viruses from which all future vaccine production will be derived. The
MSL represents a well-characterized collection of cells or viruses or bacterial of uniform
composition. The terms of MSL also interchangeable with “master virus seed” (MVS) or
“master seed bank”.

3.16 materials and products

3.16.1 Active Pharmaceutical Ingredients (API)

Any substance or mixture of substances intended to be used in the manufacture of a

medicinal product and that, when used in the production of a medicinal product, becomes an
active ingredient of the medicinal product.

4 ©STANDARDS MALAYSIA 2019 - All rights reserved



MS 2424:2019

Such substances are intended to furnish pharmacological activity or other direct effect in the
diagnosis, cure, mitigation, treatment, or prevention of disease or to affect the structure and
function of the body.

3.16.2 API starting materials

A raw material, intermediate, or an API that is used in the production of an APl and that is
incorporated as a significant structural fragment into the structure of the API. An API Starting
Material can be an article of commerce, a material purchased from one or more suppliers
under contract or commercial agreement, or produced in-house. API Starting Materials are
normally of defined chemical properties and structure.

3.16.3 buffer

Chemicals which are only partially dissociated in solution and which are added to a solution in
order to reduce the effect of additions of acid or alkali on its pH value.

3.16.4 excipients

An ingredient, added intentionally to the drug substance, which should not have
pharmacological properties in the quantity used.

3.16.5 growth medium

Combination of dilution water and/or nutrient medium.

3.16.6 intermediates

A material produced during any of the various processing steps of an API that undergoes
further molecular change or purification before it becomes an API. Intermediates may or may
not be isolated.

3.16.7 materials

A general term used to denote raw materials (starting materials, reagents, solvents) process
aids, intermediates, APls, packaging and labelling materials.

3.16.8 packaging materials

Any material employed in the packaging of halal pharmaceuticals, including any other
packaging used for transportation or shipment. Packaging materials are referred to as
primary or secondary according to whether or not they are intended to be in direct contact
with the product.

3.16.9 preservatives

Component intended to prevent the growth of microorganisms in or on a product.

©STANDARDS MALAYSIA 2019 - All rights reserved 5
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3.16.10 process aids

Materials, excluding solvents, used as an aid in the manufacture of an intermediate or API that
do not themselves participate in a chemical or biological reaction (e.g. filter aid, activated
carbon, etc).

3.16.11 raw materials

A general term used to denote starting materials, reagents, and solvents intended for use in
the production of intermediates or APIs.

3.16.12 solvents

An inorganic or organic liquid used as a vehicle for the preparation of solutions or
suspensions in the manufacture of an intermediate or API.

3.16.13 stabilisers

One that stabilizes something such as a substance added to another substance to prevent or
retard an unwanted alteration of physical state.

3.17 najs
3.17.1  Matters that is impure according to Shariah law and fatwa. Divided into three types:

a) al-mughallazah which is considered as severe najs which are dogs and pigs (khinzir)
including any liquid and objects discharged from their orifices, descendants and
derivatives.;

b) al-mutawassitah which is considered as medium najs which do not fall under severe or
light najs such as vomit, pus, blood, khamr, carrion, liquid and objects discharged from
the orifices; and

c) al-mukhaffafah which is considered as light najs. The only najs in this category is urine
from a baby boy at the age of two years and below who has not consumed any other food
except his mother’s milk.

3.17.2 Examples of najs are:
a) dogs, pigs and their descendants or derivatives such as sperm and ova;
b) halal pharmaceuticals that are contaminated with matters that are non-halal;

c) halal pharmaceuticals that come into direct contact with matters that are non-halal;

d)  any liquids and objects discharged from the orifices of human beings or animals such
as urine, blood, vomit, pus, excrement and placenta.

NOTE: Human milk, human placenta, human sperm and human ova are not considered as najs but are
prohibited under Shariah law and fatwa to be used in pharmaceutical products.
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e) carrion or halal animals that are not slaughtered according to Shariah law and fatwa
except for aquatic animals and certain insects; and

f)  Khamr (an intoxicating substance) and food or beverages or matters which contain or are
mixed with khamr.

NOTES:
1. Khamris liquor or any liquid that intoxicates and is prohibited according to Shariah law and fatwa.
2. Synthetic ethanol is not considered as najs.

3. Pharmaceutical intoxicants (e.g.: psychotropics, tranquilizers, hypnotics and anesthetic agents) for
medical use are not considered as najs.

3.18 pharmaceuticals

Pharmaceutical products in finished dosage forms, including both prescription and non-
prescription medicinal products for human use which are registered with the Drug Control
Authority, Ministry of Health Malaysia.

NOTE. Examples may include biopharmaceuticals (including vaccines, recombinant products,
monoclonal antibody products, gene therapy products etc), radiopharmaceuticals, health supplements,
traditional medicines and investigational medicinal products.

3.19 purified polysaccharide

The material obtained after final purification. The lot of purified polysaccharide may be derived
from a single harvest or a pool of single harvests processed together.

3.20 sertu

The act of cleansing with an intention to purify the body, clothing, spaces, utensils and
equipment that was in contact with najs al-mughallazah; by washing seven times using mutlag
water, one of which shall be water mixed with soil.

3.21 Shariah law and fatwa

3.21.1 Shariah law is the commands of Allah concerning the conduct of the people who are
being accountable (mukallaf) which consist of demands (commandments and prohibitions),
option (hukm taklifi) or hukm wad'i.

3.21.2 Shariah law in Malaysia is as the laws of Islam in the Mazhab of Shafie or the laws of
Islam in any of the other Mazhabs of Hanafi, Maliki and Hanbali which are approved by the
Yang di-Pertuan Agong to be in force in the Federal Territory or the Ruler of any State to be in
force in that state within Malaysia.

3.21.3 Fatwa means legal opinion concerning Islamic law issued by competent Muslim
scholar.

NOTE. In Malaysia context, fatwa means any religious decree which is verified by an authority related to

the religion of Islam and is approved by the Yang di-Pertuan Agong to be in force in the Federal Territory
or by the Ruler of any State to be in force in that state within Malaysia.
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3.22 vaccine

3.22.1 A vaccine contains an active component (the antigen). A vaccine is an immunogen,
the administration of which is intended to stimulate the immune system to result in the
prevention, amelioration or therapy of any disease or infection.

3.22.2 Vaccines for human use which are registered with the Drug Control Authority, Ministry
of Health Malaysia include one or more of the following:

a) microorganisms inactivated by chemical/ physical means that retain appropriate
immunogenic properties;

b) living microrganisms that have been selected for their attenuation whilst retaining
immunogenic properties;

c) antigen extracted from microorganisms, secreted by them or produced by recombinant
DNA technology; or

d) antigen produced by chemical synthesis in vitro.

3.22.3 The antigens may be in their native state, truncated or modified following introduction
of mutations, detoxified by chemical or physical means and/or aggregated, polymerized or
conjugated to a carrier to increase immunogenicity. Antigens may be presented plain or in
conjunction with an adjuvant, or in combination with other antigens, additives and other
excipients.

3.23  working cell bank (WCB)

A quantity of well characterized cells of animal or other origin, derived from an MCB at a
specific PDL or passage level, dispensed into multiple containers and stored under defined
conditions. The WCB is prepared from a single homogenously mixed pool of cells (often, this
is the MCB). One or more of the WCB containers is used for each production culture.

3.24  working seed lot (WSL)

A cell or viral or bacterial seed lot derived by propagation from the MSL under defined

conditions and used to initiate production of vaccines on a lot by lot basis. The terms of WSL
also interchangeable with “working virus seed” (WVS) or “working seed bank”.

4 Requirements

For the purpose of halal pharmaceuticals, the following requirements shall be incorporated
with PIC/S GMP Guidelines and PIC/S Annexes or GMP Guidelines for Traditional Medicines
and Health Supplements currently being enforced by the relevant competent authority.

4.1 Halal pharmaceutical quality system or quality management

The organisation shall ensure that the halal pharmaceuticals are manufactured according to
halal requirements.
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4.2 Management responsibility

421 The management shall ensure that the halal management system shall be
comprehensively designed, developed, implemented, monitored and maintained as specified
by halal competent authority to incorporate application of halal and Good Manufacturing
Practice. The system shall be fully documented.

4.2.2 The management shall appoint Muslim personnel and/ or establish an internal Halal
committee to ensure the effectiveness in implementation of halal management system.

4.2.3 The management shall provide continuous training to relevant personnel on the halal
principles and its application.

4.2.4 The management shall ensure that sufficient resources (i.e. manpower, facility,
financial and infrastructure) are provided for effective implementation of internal halal control
system.

4.2.5 The management shall ensure all related activities for manufacturing and handling of
halal pharmaceuticals are properly recorded. All documents and records shall be maintained
and traceable.

4.2.6 The management shall allow the Muslim personnel to fulfill the obligation of their
religious practice.

4.2.7 The management shall be responsible to ensure that the participation and
commitment by staffs in various departments and at all levels within the company, the
company’s suppliers and distributors.

4.3 Halal Management System

The Halal Management System shall be appropriate for the manufacturing of halal
pharmaceuticals and it shall be ensured that:

a) the pharmaceuticals are designed and developed to comply with the requirements of
halal and Good Manufacturing Practice;

b)  the production and control operations are clearly specified and in compliance with Good
Manufacturing Practice; and

c) the processing line shall be operated for halal pharmaceuticals only.
4.4 Fundamentals for halal pharmaceuticals

The requirements described in the PIC/S GMP Guidelines and PIC/S Annexes or GMP
Guidelines for Traditional Medicines and Health Supplements are integral part of the
standard and shall be referred for the recognition of halal pharmaceuticals.

4.41 The main Halal Control Points are the source of materials, equipment and utilities that
are in direct contact with the products.

NOTE. Example for typical Halal Control Points in vaccine manufacturing process are as illustrated in
Annex B.

©STANDARDS MALAYSIA 2019 - All rights reserved 9
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4.4.2 The requirements for manufacturing and handling of halal pharmaceuticals are listed
below:

i.  All materials are clearly defined with evidence of complying with Shariah law and fatwa.

i. All necessary facilities and resources for halal compliance are provided, including
availability of:

a) qualified and competent personnel;

b) adequate premises, spaces, utilities and services;

C) dedicated equipment and production line;

d) approved materials, containers and labels;

e) approved procedures and instructions approved; and
f) dedicated storage and transport.

iii. All records shall be maintained, manually and/ or by recording instruments, during
manufacture. They shall demonstrate that all the steps required by the defined
procedures and instructions were taken and that the quantity and quality of the product
are as expected. Any significant deviations shall be fully investigated and documented.

iv.  All records of manufacturing including distribution which enable the complete history of a
batch to be traced are retained and maintained in a comprehensible, legible and
accessible form.

v. The distribution of the products minimizes any risk to their halal integrity.

vi. A system is available to recall any batch of product, from sale or supply.

vii. Any complaint about marketed products are examined and the causes of halal non-
compliance investigated. The appropriate measures in respect of the non-compliance
are taken and shall prevent re-occurrence.

4.5 Halal quality control

Halal quality control is to ensure all materials used in manufacturing and laboratory are halal
compliant. The purchase, handling and sourcing of chemicals, reagents, apparatus,
equipment and other items required for sampling and testing shall not be made from any
source that is decreed as non-halal by Shariah law and fatwa.

4.6 Personnel and responsibility

4.6.1 The organisation shall ensure that there are sufficient qualified and competent
personnel available to establish and maintain a satisfactory Halal Management System. All
personnel shall be aware of the principles of halal and receive initial and continual training
relevant to their needs.
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4.7 Training

4.7.1 The organisation shall develop training programmes including halal related training to
ensure personnel involved in the operation are trained and/or instructed to a level appropriate
to the operations to be performed.

4.7.2 Continual training shall be given, and the practical effectiveness shall be periodically
assessed. All training records shall be maintained.

4.8 Personal hygiene

Strict personal hygiene is an integral requirement for halal and shall be adequately addressed
and in compliance with the PIC/S GMP Guidelines and PIC/S Annexes or GMP Guidelines for
Traditional Medicines and Health Supplements.

4.9 Manufacturing premise and equipment

491 The manufacturing premise shall be situated in an environment which, when
considered together with measures to protect the manufacturing process, presents no risk of
causing contamination from non-halal materials or products. The layout and design shall
conform to the requirements of the PIC/S GMP Guidelines and PIC/S Annexes or GMP
Guidelines for Traditional Medicines and Health Supplements.

4.9.2 The manufacturing premise shall be effectively separated and well insulated from pig,
dog and other animal husbandry activities and others, in order to prevent contamination
through air, water, sewerage, personnel and equipment.

4.9.3 Non halal food and beverages shall not be allowed into the manufacturing premises.

4.9.4 The manufacturing premise and equipment used for processing halal pharmaceutical
products shall not be made of or contain any materials that are decreed as non-halal and najs
by Shariah law and fatwa and shall be used only for manufacturing of halal pharmaceutical
products.

4.9.5 The manufacturing area/ facility shall not have any tool and elements of religious
worship.

4.9.6 The manufacturing area/ facility and equipment which were previously used or in
contact with najs al- mughallazah shall be cleansed by sertu as required by Shariah law. Refer
to Annex A for the method of sertu according to Shariah law and fatwa for najs al-
mughallazah.

4.9.7 In the case of converting najs al-mughallazah line or processing line containing najs
al- mughallazah into halal production line, the line shall be cleansed by sertu as required by
Shariah law and fatwa. This procedure shall be supervised and verified by halal competent
authority or trained muslim personnel appointed by internal halal committee. Upon converting
into halal production line, the line shall be operated for halal pharmaceutical products only.
Repetition in converting the line to najs al-mughallazah line and back to halal line, shall not be
permitted.

4.9.8 Pets and other animals shall be prohibited from entering the manufacturing premises.
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4.10 Manufacturing and storage areas

There shall be dedicated and self-contained facilities available for the manufacturing and
storage of halal pharmaceutical products to avoid the risk of non-halal contamination.

411  Transportation

Transportation vehicles shall be dedicated and appropriate to the type of the halal
pharmaceuticals and satisfy hygiene and sanitation condition.

4.12 Quality control areas

When handling and conducting quality control activities in the manufacturing area, the
operations within the quality control laboratories shall take precaution to prevent
contamination in the production line which may cause product to be non- halal.

413 Ancillary areas

4.13.1 Muslim praying area shall be provided within premise perimeter, appropriately located
and well maintained.

4.13.2 Animal houses shall be well isolated from other areas, with separate entrance (animal
access) and air handling facilities.

4.14 Documentation

The halal management system shall be documented including evidence of materials origin
and shall be approved, signed and dated by the internal halal committee. The documents
required for the materials shall include but are not limited to:

a) halal certificates from recognised certification bodies;

b)  product data sheet which contains complete description on the source or origin of
materials and method of processing; and

c) manufacturing formula and processing instructions.

NOTE. The documents shall be verified by the manufacturer.

4.15 Manufacturing

The manufacturing operations shall follow clearly defined documented procedures and comply
with halal principles.

416 Materials
All materials used in the manufacturing of halal pharmaceuticals shall include API, API
Starting Material, intermediate, excipient, process aid, solvent, seed, cell bank, cell culture,

growth medium, adjuvant, stabiliser, preservative, buffer and packaging materials that comply
with halal principles. All materials shall be free from najs.
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4.16.1 Synthesized materials
The sources and processing of synthesized materials shall comply with halal requirements.
4.16.2 Synthetic materials

Synthetic materials are derived from chemical synthesis, total synthesis, semi synthesis and
biosynthesis.

4.16.3 Natural materials

The usage of all natural materials such as plants, animals, minerals, microorganisms, natural
chemicals and genetically-modified organisms (GMO) may be used in pharmaceuticals as
approved by the competent authority.

Natural materials that are poisonous, intoxicating or hazardous for health may also be used
for medical purposes as approved by the competent authority.

4.16.3.1 Plants

All types of plants and plant products and their derivatives are halal except those prohibited by
the competent authority.

4.16.3.2 Animals
Animals can be divided into two categories and are described as follows:
a) Landanimals
All land animals are halal for pharmaceutical purposes except the following:

i) halal animals that are not slaughtered according to Shariah law;
i)  najs al-mughallazah animal, i.e. pigs, dogs and their derivatives;

iii) animals with long pointed teeth or tusks which are used to kill prey such as tigers,
bears, elephants, cats, monkeys, etc.;

iv) predatory birds such as eagles, owls, etc.;

v) pests and/or poisonous animals such as rats, cockroaches, centipedes, scorpions,
snakes, wasps and other similar animals;

vi) animals that are forbidden to be Kkilled in Islam such as bees (al-nahlah),
woodpeckers (hud-hud), etc.;

vii) creatures that are considered repulsive such as lice, flies, etc.;

viii) farmed halal animals which are intentionally and continually fed with najs;

©STANDARDS MALAYSIA 2019 - All rights reserved 13
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ix) other animals forbidden to be eaten, unless allowed to be used by the Shariah law
and fatwa such as snail, leach and maggots; and

x)  all of the above and other animals that are prohibited by the competent authority.
b) Aquatic animals

Aquatic animals are those which live in water and cannot survive outside it, such as fish.
All aquatic animals are halal except:

i) aquatic animal that are poisonous, intoxicating or hazardous to health;
i) animals that live both on land and water such as crocodiles, turtles and frogs;

iii) aquatic animals which live in najs or intentionally and/or continuously fed with najs;
and

iv) other aquatics animals forbidden to be eaten in accordance with Shariah law and
fatwa.

4.16.3.3 Minerals

Minerals are any non-organic homogenous solid substances of the earth’s crust. All minerals
are halal except those prohibited by the competent authority.

4.16.3.4 Micro-organisms

Microscopic organisms with sizes ranging from micrometer to nanometer of medical interest
include bacteria, rickettsiae, viruses, fungi and protozoa. All micro-organisms are halal except
those prohibited by the competent authority.

4.16.3.5 Natural chemicals

All natural chemicals are halal except those prohibited by the competent authority.

4.16.3.6 Genetically modified organisms (GMO)

Products and/or by-products of genetically modified organisms (GMOs) or ingredients made
by the use of genetic material of animals shall be decreed as halal by Shariah law.

417 Packaging and labelling

4.17.1 Halal pharmaceuticals shall be suitably packed. Packaging materials shall be halal
and fulfil the following requirements:

a) the packaging materials shall not be made from any raw materials that are decreed as
najs by Shariah law and fatwa;

b) the packaging materials shall not be prepared, processed or manufactured using
equipment that is contaminated with najs as decreed by Shariah law and fatwa;
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¢) during the preparation, processing, storage or transportation, the packaging materials
shall be physically segregated from any other materials that does not meet the
requirements stated in item a) or b);

d) the packaging materials shall not have any toxic effect on the halal pharmaceuticals;

e) packaging design, sign, symbol, logo, name and picture shall not be misleading and/or
contravening the principles of Shariah law and fatwa;

f) packing process shall be carried out in a clean and hygienic manner and in sound sanitary
conditions; and

g) labelling material used in contact with primary packaging of halal pharmaceuticals shall be
non-hazardous and halal.

4.18 Outsourced activities

Outsourced activities shall be correctly defined, agreed and controlled in order to avoid
misunderstandings. Outsource activities shall result in a product or work of satisfactory quality
and that is decreed as halal by Shariah law and fatwa. There shall be a written contract
between the contract giver and the contract acceptor which clearly establishes the duties of
each party that includes complying with the halal requirements.

419 Self-inspection

Self-inspection (internal audit) shall be conducted in order to monitor the implementation and
compliance with halal and Good Manufacturing Practice requirements.

420 Legal requirements

Halal pharmaceuticals shall comply with legislation including other relevant requirements
currently in force in Malaysia and/or producing country.

5 Compliance

This standard shall be used to demonstrate compliance towards certification of halal
pharmaceuticals by the halal competent authority.

The procedures and requirements for certification will be as specified by the halal competent
authority.

6 Halal certificates

The halal certificates shall be issued by the halal competent authority in Malaysia.

7 Halal certification mark

Each halal pharmaceutical, upon approval by the competent authorities in Malaysia, may be
marked with the halal certification logo of that authority provided the product conforms to the
requirements of this standard.
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Annex A
(normative)

Method of washing and sertu according to Shariah law for najs al-
mughallazah

A.1 General requirements

The najs, whether visible (‘ainiah) or invisible (disappeared or dried up etc.) is named
hukmiah. To cleanse najs:

a) itis required to wash seven times, one of which shall be with water mixed with soil;

b)  the first wash shall be to clear the existence of najs, even if a few washes are needed.
The water from first cleaning shall not remain behind and the next wash shall be counted
as the second wash;

c)  the amount of soil used is just enough to sufficiently make a suspension (turbid); and

d) the usage of cleansing agent containing soil is permitted.

A.2 Conditions of the soil
The conditions of the soil shall be:
a) free from najs; and

b) not musta’mal soil [which had been used for dry ablution (tayammum)] except after
subject to heavy rain.

A.3 Condition of the water
The conditions of the water shall be:
a) natural (mutlaq);

b)  not musta’maP; and

c) free from najs.

Further information on sertu can be found in Garis panduan sertu dari perspektif Islam,
Department of Islamic Development Malaysia.

2 Musta’'mal water is the water that is less than two qullah (approximately 192 L) that had been used for
cleansing
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Annex B
(informative)

Typical Halal Control Points for Vaccine Manufacturing Process

B.1 Generic process flow

The manufacture of vaccines is achieved from the propagation of living organisms including
the process for propagation, isolation, purification, final bulk formulation and final product.
Some of these may be dangerous human pathogens. Therefore, the manufacture of vaccines
is conducted in a highly regulated and controlled environment. All vaccine manufacturers are
subject to national and international regulatory control and must comply with specifications for
Good Manufacturing Practices (GMP). The fundamentals include:

a) to ensure that products are safe for use in humans; and

b)  to ensure that the identity, strength, quality and purity of products consistently meet
regulatory specifications.

Manufacturing is conducted in an aseptic environment and closely monitored by quality
control measures. The actual production processes might vary for different types of vaccines
as some components of the manufacturing process are specific to either viral or bacterial
vaccine production. In general, the production of vaccines entails four basic steps (See Figure
B1.).
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Description of the process as below:

PROCESS DESCRIPTION
Propagation Multiplication (or amplification) of the living organism used in the
vaccine.
Isolation and purification Isolation is a separation process of the living organism from the

cells or growth media used in the propagation step.

Purification removes all materials that may be adhering to the
isolated organisms or selectively separates the portion of the
living organism to be used in the vaccine.

Final Bulk Formulation Involves the mixing of the purified product in solutions to obtain
a desired concentration. It may also include the addition of
components such as preservatives, diluents, adjuvants and
stabilisers.

Final Product At the end of the manufacturing process, vaccines are typically
filled in vials or syringes and packaged for shipping to
healthcare providers.
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