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DEVELOPMENT OF MALAYSIAN STANDARDS 

 

The Department of Standards Malaysia (STANDARDS MALAYSIA) is the national 
standards and accreditation body of Malaysia. 
 
The main function of STANDARDS MALAYSIA is to foster and promote standards, 
standardisation and accreditation as a means of advancing the national economy, promoting 
industrial efficiency and development, benefiting the health and safety of the public, 
protecting the consumers, facilitating domestic and international trade and furthering 
international cooperation in relation to standards and standardisation. 
 
Malaysian Standards (MS) are developed through consensus by committees which comprise 
balanced representation of producers, users, consumers and others with relevant interests, 
as may be appropriate to the subject at hand. To the greatest extent possible, Malaysian 
Standards are aligned to or are adoption of international standards. Approval of a standard 
as a Malaysian Standard is governed by the Standards of Malaysia Act 1996 [Act 549]. 
Malaysian Standards are reviewed periodically. The use of Malaysian Standards is voluntary 
except in so far as they are made mandatory by regulatory authorities by means of 
regulations, local by-laws or any other similar ways. 
 
For the purposes of Malaysian Standards, the following definitions apply: 
 
Revision:   A process where existing Malaysian Standard is reviewed and updated which 
resulted in the publication of a new edition of the Malaysian Standard. 
 
Confirmed MS:  A Malaysian Standard that has been reviewed by the responsible 
committee and confirmed that its contents are current. 
 
Amendment: A process where a provision(s) of existing Malaysian Standard is altered.  The 
changes are indicated in an amendment page which is incorporated into the existing 
Malaysian Standard.  Amendments can be of technical and/or editorial nature. 
 
Technical corrigendum:  A corrected reprint of the current edition which is issued to correct 
either a technical error or ambiguity in a Malaysian Standard inadvertently introduced either 
in drafting or in printing and which could lead to incorrect or unsafe application of the 
publication. 
 
NOTE: Technical corrigenda are not to correct errors which can be assumed to have no consequences in the application 
of the MS, for example minor printing errors. 

 
STANDARDS MALAYSIA has appointed SIRIM Berhad as the agent to develop, distribute 
and sell Malaysian Standards. 
 
 
For further information on Malaysian Standards, please contact: 
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Ministry of Science, Technology and Innovation (Company No. 367474 - V) 
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Fax: 60 3 8319 3131  Fax: 60 3 5510 8095 
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Foreword 
 
 
This Malaysian Standard was developed by the Technical Committee on Foods for Infants and 
Children under the authority of the Industry Standards Committee on Food, Food Products and 
Food Safety. 
 
Major modifications in this revision are as follows: 
 
a) the normative references have been updated;  
 
b) the essential compositions and nutrient requirements have been further elaborated;  
 
c) the packaging and labelling have been revised and amended according to the current 

regulation; and 
 
d) all test methods have been taken out. 
 
This Malaysian Standard cancels and replaces MS 715:1981, Specification for infant formula. 
 
Compliance with a Malaysian Standard does not of itself confer immunity from legal obligations. 
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Infant formula - Specification 
 
 

1 Scope 
 
1.1 This standard applies to infant formula in liquid or powdered form intended for use, where 
necessary, as a substitute for breast-milk in meeting the normal nutritional requirements of 
infants. 
 
1.2 The standard prescribed compositional, quality and safety requirements for infant 
formula. 
 
1.3 Only products that comply with the criteria laid down in the provisions of this section of 
this standard would be accepted for marketing as infant formula. No product other than infant 
formula may be marketed or otherwise represented as suitable for satisfying by itself the 
nutritional requirements of normal healthy infants during the first months of life up to the 
introduction of appropriate complementary feeding. 
 
 

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 references (including any amendments) apply: 
 
MS 1514, Good Manufacturing Practices 

 
CAC/RCP 66-2008 Code of Hygienic Practice for Powdered Formulae for Infant and Young 
Children (2008) 
 
Food Act 1983 and Food Regulations 1985 
 

Food Hygiene Regulations 2009 
 
 

3 Terms and definitions 
 
For the purposes of this standard, the following terms and definitions apply. 
 
3.1 infant formula 
 
A breast-milk substitute specially manufactured to satisfy, by itself, the nutritional requirements 
of infants during the first months of life up to the introduction of appropriate complementary 
feeding. 
 
NOTE.  Infant formula is processed and packaged to prevent spoilage and contamination under all normal 
conditions of handling, storage and distribution. 
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3.2 infant 
 
A person from birth to the age of 12 months. 

 
 
4 Essential composition and quality factors 
 
4.1 Essential composition 
 
4.1.1 Infant formula is a product based on milk of cows or other animals or a mixture thereof 
and other ingredients which have been proven to be suitable for infant feeding. All ingredients 
and food additives shall be gluten-free. 
 
4.1.2 Infant formula prepared ready for consumption in accordance with instructions of the 
manufacturer shall contain per 100 ml not less than 60 kcal (250 kJ) and not more than 70 kcal 
(295 kJ) of energy. 
 
4.1.3 Infant formula prepared ready for consumption shall contain the nutrient specified in 
column (1) of Table 1 in amounts of not less than the amounts specified in column (2) and not 
more than the amounts, where prescribed, specified in column (3).  
 
4.2 Protein 
 
For the purpose of this standard, the calculation of the protein content of the final product 
prepared ready for consumption should be based on N x 6.25, unless a scientific justification is 
provided for the use of a different conversion factor for a particular product.  
 
4.3 Optional ingredients 
 
4.3.1 In addition to the compositional requirements listed under 4.1, other ingredients may 
be added in order to provide substances ordinarily found in human milk and to ensure that the 
formulation is suitable as the sole source of nutrition for the infant or to provide other benefits 
that are similar to the outcomes of populations of breastfed infant. Ingredients in Table 2 may 
be added and shall contain no more than the amount, where prescribed, specified in column 
(2). 
 
4.3.2 The suitability benefits and safety for the particular nutritional uses of infants and the 
safety of these substances shall be scientifically demonstrated. The formula shall contain 
sufficient amounts of these substances to achieve the intended effect, taking into account levels 
in human milk. 
 
4.3.3 Only L (+) lactic acid producing cultures may be used. 
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Table 1.  Nutrient level for infant formula (ready for consumption) 
 

Nutrient Nutrient level 

(per 100 kcal) 

 Minimum Maximum 

(1) (2) (3) 
Proteina) 1.8gb) 3.0g 
Total fatc) 4.4g 6.0g 
Linoleic acid 300mg 1400mg 
α-linolenic acid 50 mg N.Sd) 

Total carbohydratee) 9.0g 14.0g 
Vitamin A 60 µg REf) 180 µg RE 
Vitamin D3 1 µg 2.5 µg 
Vitamin E 0.5 mg α-TEg) 5 mg α-TEg) 

Vitamin K 4 µg 27 µg 
Thiamine (Vitamin B1) 60 µg 300 µg 
Riboflavin (Vitamin B2) 80 µg 500 µg 
Niacin B3 300 µg 1500 µg 
Pyridoxine (Vitamin B6) 35 µg 175 µg 

Biotin  1.5µg 10 µg 
Cobalamine (Vitamin B12) 0.1 µg 1.5 µg 
Pantothenic acid 400 µg 2000 µg 
Folic acid 10 µg 50 µg 
Vitamin Ch) 10 mg 70 mg 

Iron 0.45mg N.Sd) 
Calcium 50 mg 140mg 
Phosphorus 25 mg 100mg 
Magnesium 5 mg 15mg 
Sodium 20 mg 60 mg 

Chloride 50 mg 160 mg 
Potassium 60 mg 180 mg 
Manganese 1 µg 100 µg 
Iodine 10 µg 60 µg 
Selenium 1 µg 9 µg 

Copper 35 µg 120 µg 
Zinc 0.5 mg 1.5 mg 
Choline 7 mg 50 mg 
Myo-inositol 4 mg 40 mg 
L-Carnitine 1.2 mg N.Sd) 

a) The amounts specified in columns (2) and (3) are for protein of nutritional quality equivalent to that of casein. 
Greater quantity of other protein is permitted so long as it is in proportion to the biological value of the aforesaid 
amount. The quantity of the other protein shall not less than 85 % of that of casein. The total quantity of protein 
shall not be more than 5.5 g per 100 available calorie (or 1.3 g per 100 available kilojoules) 

b) This minimum value applies to cow’s milk protein. For infant formula based on soy protein isolate, a minimum 
value of 2.25 g/100 kcal applies. 

c) The combined of lauric and myristic acid shall not exceed 20 % of total fatty acid. The content of trans-fatty 
acids shall not exceed 3 % of total fatty acid. The erucic acid content shall not exceed 1 % of total fatty acids. 
The total content of phospholipid should not exceed 300 mg/100 kcal. 

d) Not specified  
e) Lactose and glucose shall be the preferred carbohydrates. 
f) Expressed as Retinol equivalent 
g) 1 mg α-TE (alpha-tocopherol equivalent) = 1 mg d-α-tocopherol  

h)     Expressed as ascorbic acid 
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Table 2.  Optional ingredient for infant formula 
 

Optional Nutrient 

(1) 

Maximum 

(2) 

Taurine 12 mg/100 kcal 

Docosahexaenoic Acid a) 0.5 % of fatty acids 

Galacto-oligosaccharide (GOS) 0.72 g/100 ml 

Fructo-oligosaccharide (FOS) 0.6 g/100 g 

Oligosaccaride mixture containing 90 % GOS and 
10 % lcFOS 

0.8 g/100 ml 

Polydextrose (PDX) 0.2 g/100 ml 

Mixture 50 % GOS and 50 % PDX 0.2 g/100 ml GOS and 0.2 g/100 ml PDX 

Inulin 0.6 g/100 g 

Sialic acid 67 mg /100 kcal 

(45 mg/100 ml) 

Lutein 25 μg/100 ml 

Nucleotide b) 16 mg/100 kcal 

a)  If docosahexaenoic acid (22:6 n-3) is added to infant formula, arachidonic acid (20:4 n-6) contents shall reach 

at least the same concentration as DHA. The content of eicosapentaenoic acid (20:5 n-3), which can occur in 
sources of LC-PUFA, should not exceed the content of docosahexaenoic acid. 

b)   Nucleotide as the 5’-monophosphate may be added to infant formula to a maximum level of 16 mg/100 kcal. At 

least four nucleotides (two purine and two pyrimidine nucleotides) of the following nucleotides shall be used; 
adenosine 5’-monophosphate guanosine, 5’- monophosphate and inosine 5’- monophosphate (purine) and 
cytidine 5’- monophosphate and uridine 5’- monophosphate (pyrimidines). The purine nucleotides shall comprise 
a maximum of 45 % of the total nucleotides added. 

 

4.3.4 Addition of any optional nutrients shall comply with the requirements specified in 
Twenty-First Schedule (Table II) of Food Regulations 1985. 
 
4.4 Fluoride 
 
Fluoride shall not be added to infant formula. In any case its level shall not exceed 100 µg /100 
kcal in infant formula prepared ready for consumption as recommended by the manufacturer. 
 
4.5 Permitted added nutrients 
 
Permitted added nutrients shall be from the Twelfth Schedule (Table 1) of Food Regulations 
1985. 
 
4.6  Consistency and particle size (powder only) 
 
When prepared according to the label directions for use, the product shall be free of lumps and 
of large coarse particles and suitable for adequate feeding of young infants. 
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4.7 Purity requirements 
 
All ingredients shall be clean, of good quality, safe and suitable for ingestion by infants. They 
shall conform to their normal quality requirements such as colour, flavour and odour. 
 
4.8 Specific prohibitions 
 
4.8.1 Infant formula or the ingredients used in making the formula shall not have been treated 
by ionising radiation. 
 
4.8.2 Commercially hydrogenated oils and fats shall not be used in infant formula. 
 
 

5 Food additives 
 
5.1 Only the food additives listed in Table 3 of this standard and permitted food additives 
listed in the Twenty-First Schedule (Table III) of the Food Regulations 1985 may be present in 
the foods described in 3.1 of this standard subject to the following conditions: 
 
a) The amount of the food additive in the raw materials or other ingredients (including food 

additives) does not exceed the maximum level specified; and 
 
b) Other food additives listed in the Twenty-First Schedule of Food Regulations 1985 may be 

present as a result of carry-over from a raw material.  
 
5.2 The food additives in Table 3 are acceptable for use in the preparation of infant formula, 
as described in 3.1 of this standard (in 100 ml of product, ready for consumption prepared 
following manufacturer’s instructions, unless otherwise indicated). 
 
 

6 Contaminants 
 
6.1 Pesticide residues  
 
6.1.1 The product shall be prepared with special care under good manufacturing practices, 
so that residues of those pesticides which may be required in the production, storage or 
processing of the raw materials or the finished food ingredients do not remain, or, if technically 
unavoidable, are reduced to the maximum extent possible as per in Food Regulations 1985. 
 
6.1.2 These measures shall take into account the specific nature of the products concerned 
and the specific population group for which they are intended. 
 
6.2 Other contaminants 
 
6.2.1 The product shall contain heavy metals not exceeding the limits as prescribed in Food 
Regulations1985 and shall be free from residues of hormones, antibiotics, and 
pharmacologically active substances. 
 
6.2.2 The maximum level for lead is 0.02 mg/kg (in the ready-to-use product). 
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Table 3.  Permitted food additive in infant formula 
 

Food additive 

 

(1) 

Maximum level in 100 ml of product (ready for 
consumption) 

(2) 

1.  Emulsifiers 
     Lecithins 
     Mono- and diglycerides 

 
0.5 g 
0.4 g 

 
2.  Stabilisers, thickeners, modified 

starches and gelling agents 
 
 Carob bean gum (Locust bean gum) 

     Carrageenan 

 
 
 
       
0.1 g in all types of infant formula 
0.03 g in regular milk liquid infant formula only 

 
3.  Acidity regulators 

 
  Sodium hydroxide 
  Sodium hydrogen carbonate 
  Sodium carbonate 
  Potassium hydrogen carbonate 
  Potassium  carbonate 
  Calcium hydroxide 
 
 L (+)  Lactic acid  
 Citric acid 
 
 Sodium dihydrogen citrate 
 Trisodium citrate 
 Potassium citrate 

 
 
 
 
      0.2 g singly or in combination and within the limits   
      for sodium, potassium, and  calcium in Table 1       
        
 
 
 
        
       limited by GMP 

 
4.  Antioxidants 

 
     Mixed tocopherol concentrate 
     L-Ascorbyl palmitate 
 

 
  
            
      1 mg in singly or in combination 

 
 

7 Hygiene 
 
7.1 The products covered by the provisions of this standard shall be prepared and handled 
in accordance with MS 1514 and CAC/RCP 66-2008 Code of Hygienic Practice for Powdered 
Formulae for Infant and Young Children (2008). 
 
7.2 The product shall comply with Food Hygiene Regulations 2009. 
 
 

8 Packaging 
 
8.1 The product shall be packed in containers which will safeguard the hygienic and other 
qualities of the food. 
 
8.2 The containers, including packaging material, shall be made only of substances which 
are safe and suitable for their intended use. Any such substance used as packaging material 
shall comply with the Food Regulations 1985. 
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9 Labelling 
 
9.1 General 
 
9.1.1 The requirements of Food Regulations 1985 shall apply to this standard. 
 
9.1.2 The following details shall be written in the principal display panel in the label of a 
package containing infant formula:  

 
a) the words " RUMUSAN BAYI ". The size of the lettering for these words shall be not less 

than half the height of the lettering for the brand name of the infant formula;  

 
b) the words " NOTIS PENTING "; 
 
c) the words "SUSU IBU ADALAH MAKANAN YANG TERBAIK BAGI BAYI". These words 

shall be in not less than 10 point size lettering for 400 g package and the size of lettering 

shall increase proportionately with the size of the package; 
 
d) in not less than 4 point lettering and in bold, the words "RUMUSAN BAYI BUKANLAH 

MAKANAN TUNGGAL BAGI BAYI YANG BERUMUR LEBIH DARIPADA 6 BULAN"; 
 
e) a statement “SILA DAPATKAN NASIHAT PROFESIONAL KESIHATAN SEBELUM 

MENGGUNAKAN PRODUK INI”; 
 
f) the terms "humanised", "maternalised" or other similar terms shall not be used; 
 
g) information shall appear on the label to the effect that infants should receive complementary 

foods in addition to the formula, from an age that is appropriate for their specific growth and 
development needs, as advised by an health professional, and in any case from the age 
over six months; 

 
h) the label of an infant formula shall not display any picture or graphics of infants or babies 

or parts of infants or babies, mother, feeding bottles or teats. But for purposes of illustrating 
the methods of preparation of an infant formula, graphics may be used; 

 
i) no label of an infant formula shall display any claim of superiority of the product to breast 

milk; and 
 
j) there shall be written in the label on a package containing infant formula, in not less than 4 

point lettering, the words “RUMUSAN BAYI”. The size of the lettering for these words shall 
be not less than half the height of the lettering for the brand name of the infant formula. 
There shall be written in close proximity to the word ”RUMUSAN BAYI”, the words 
“berasaskan (state the main source of the protein)”. 

 
9.2 List of ingredients 
 
9.2.1 A complete list of ingredients shall be declared on the label in descending order of 
proportion by weight and, wherever required by the Food Regulations 1985, the proportion of 
such ingredients shall also be declared.  
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9.2.2 Listing of ingredients for infant formula shall be as follows. 

 
a) A complete list of ingredients shall be declared on the label in descending order of 

proportion except that in the case of added vitamins and minerals, these ingredients may 
be arranged as separate groups for vitamins and minerals. Within these groups the vitamins 
and minerals need not be listed in descending order of proportion. 

 
b) The specific name shall be declared for ingredients of animal or plant origin and for food 

additives. In addition, appropriate class names for these ingredients and additives may be 
included on the label. 

 
c) The name of the animal or plant from which the ingredients are derived. The name of the 

animal or plant shall be written in bold. 
 
9.3 Declaration of nutritive value 
 
9.3.1 The declaration of nutrition information shall contain the following information which 
should be in the following order: 
 
a) the amount of energy, expressed in kilocalorie (kcal) and/or kilo joule (kJ), per 100 g or 100 

ml as sold or per package if the package contains only a single portion and per serving as 
quantified on the label;  

 
b) the amount of protein, carbohydrate, fat, vitamins and minerals, expressed in a per 100 g 

or per 100 ml and 100 kcal or per package if the package contains only a single portion and 
per serving as quantified on the label; and 

 
c) the total quantity of each vitamin, mineral, and other nutrients as listed Twenty-First 

Schedule of Food Regulations 1985 (regulation 389). 
 
9.4 Date marking and storage instructions  
 
9.4.1 The date of minimum durability shall be declared in accordance to the requirements of 
Food Regulations 1985. 
 
9.4.2 In addition to the date, any special conditions for the storage of the food shall be 
indicated if the validity of the date depends thereon. 
 
9.4.3 Where practicable, storage instructions shall be in close proximity to the date marking. 
 
9.5 Information for utilisation 
 
9.5.1 There shall be written on the label on the package containing infant formula the 
following information for use: 
 
a) Products in liquid form may be used either directly or in the case of concentrated liquid 

products, shall be prepared with water that is safe or has been rendered safe by previous 
boiling before feeding, according to directions for use. Products in powder form should be 
reconstituted with water that is safe or has been rendered safe by previous boiling for 
preparation. Adequate directions for the appropriate preparation and handling should be in 
accordance with CAC/RCP 66-2008 Code of Hygienic Practice for Powdered Formulae for 
Infant and Young Children (2008); 
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b) The method of preparing the food which shall include a statement of the quantity or the 

amount of food directed to be used in the preparation to be given to the infant; 
 
c) A statement suggesting the amount of the prepared food to be given at one time, and the 

number of times such amount is to be given per day; such statement to be provided for 
each month of age up to six months;  

 
d) Adequate directions regarding the appropriate disposal the formula remaining after feeding;  
 
e) The instructions for correct preparation and a warning against the health hazards of 

incorrect preparation; and 
 
f) Direction for storage and information regarding its keeping before and after the package 

has been opened. 
 
9.5.2 Directions on the method of preparing the food and instruction of its storage shall 
appear on the label. 
 
9.5.3 The requirements specified by Food Regulations 1985 shall be fully complied. 
 
 

10 Sampling 
 
Sampling method to be used for ascertaining conformance to the requirements of this standard 
shall be in accordance with the legislation currently in force in Malaysia.  
 
 

11 Compliance 
 
Upon testing, when each sample is found to conform to the requirements specified in this 
standard, the lot, batch or consignment from which the sample has been drawn shall be deemed 
to comply with this standard. 
 
 

12 Legal requirements 
 
The product shall comply with the requirements of the legislation currently in force in Malaysia. 
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