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DRAFT STANDARD FOR INFANT FORMULA
(Returned to Step 6)

1. SCOPE

This standard arplies to food in licuid or powdered form
‘intended for use as a substitute for human milk in meeting the normal
nutritional reguirements of .infantsi, It also aprlies to those foods
infants with special nutritienal regtirements, except with regard to

other provisions concerning-these &wpeliat reocuirements.

2. DESCRIPTION

/

/

2.1 Infant formulaf %hep driliguid form, may be used either directly

diluted with water be%gfe fecdine as aprropriate. In powdered form

o]
s

it re~uires wzter for premnarationw

2.2 The product $h%iirhe'nu%riéiona1“y ade uate to promote normal
growth and development‘ﬂhén used—in—accdpd-nce with its directions

for use.

2.3 The product is so processed by physical means only and so
packaged as to prevent spoilage and contamination under all normal
conditions of handling, storage and distribution in the country where

the nroduct is sold.

3. DEFINITIONS

2.1 The term "infant" means 2 person not more than 12 months of

age.

32,2 The term "Calorie'" means a kilocalorie or '"large calorie”
g

(1 kilocalorie is eauivalent to 0.239 kilocalories).
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L4, ESSENTIAL COMPOSITION AND QUALITY FACTORS

-

L,1 Essential Composition

Lo1.1 Infant formula is'a product based on milk of cows or
other animals and/or on other edible constituests of animal, including
fish, or plant origin, which have been proved to be suitable for infant,
feeding.

4.,1.2 Infant formula shall contain, per 100 .available calories
(or 100 kilojoules) of intake, the following minimum and maximum levels
of vitamins, minerals in an awaileble form choline, protein, fat and

linoleate:

(a) Vitamins other Amounts//per 100 available Amounts per 100 available
than vitamin E /“/“ ~Calories ~ kilojoules
Mind mar Maximum Minimum Maximum
7 S pa— E— E—
Vitamin A 250/T0s 5 J ¢ 750 1.T. 60 I.U. 180 I.U.
or 75/ mcg or 225 mcg or 18 mcg or 55 mcg
expressed expressed exnressed expresced
as retinol as /vetinol as retinol as retinol:
Vitamin D 4ol I.v+ 100 I.T. 10 I.U. 2k I.U.
Ascordic Acid . .8 mg none 1.9 none
, specified specified
Thiamine 4O mcg " 10 mcg n
Riboflavin 60 mcg ' " 14 mcg "
Nicotinamide 250 mcg " 60 mcg "
Vitamin Bg 1/ 35 meg L 9 mcg .
Folic Acid 4 mcg L 1 mcg "
Pantothenic 300 mcg " 70 mcg Wy
Acid

1/ Formulae with a higher protein content than 1.8 g.protein/100 Calories

should contain a minimum of 15 mcg vitaminRBg per gram of protein.
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(Continued)

(a) Vitamins other  Amounts per 100 available  Amounts per 100 available

than vitamin E Calories Kilojoules
Minimum Maximum Minimum Maximum .
Vitamin Bqp 0.15 mcg none 0.04 mcg " none
specified specifie
Vitamin K1 Lo mcg " 1 mcg 1t
Biotin 1.5 mcg B 0.4 mcg n
(b) Vitamin E - " - "
(tocopherol

compounds)
minimum of
1 I.U. per g

linoleic acid

(¢) Minerals

-

Sodium 20 /mg 6C mg 5 mg 15 mg
Potassium’ 80 mng 200 mg 20 mg 50 mg
Chloride 55 mg 150 mg 14 mg 35 mg
Calcimm(Ca) */ < 50-mg none-gverified 12 mg none svegcified
Phosphorus(P)*/ "~ 25-mcg d 6 mg i
Magnesium(Mg) 6 mg L 1.4 mg "
Iron (Fe) 1 mg**/ ¢ 0.25 mg**/ "
Iron (Fe) 0.15 mg Y 0.04 mg "
Iodine (I) 5 mcg " 1.2 mecg "
Copper (Cu) 60 mcg " 14 mcg "
Zine (2Zn) 0.5 mg L 0.12 mg i
Manganese(Mn) 5 mcg o 1.2 mcg "
(d) Choline - F-mg 1.7 mg

*/ The Ca:P ratio shall be not less than 1.2 and not more than 2.0
*1/ This product is to be labelled Infant Formula with Iron.
l/ Amount per 100 available kilojoules: multiply all figures given per

100 available Calories by 0.239.
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(e) Brotein (per 100 available Calories) 1/

(i) Shall not be less than 1.8 g protein of nutritional quality
equivalent to thax of casein or a greater quantify of other
protéin in proportion to its biological value. The quality
of the protein shall not be less than 85% of that of casein.

The total quantity of protein shall not be more than 4 g.
The minimum value set for guality and the maximum for quantity
of the protein may be modified by national authorities according

to their own regulations and/or local conditions.

Isolated amino acids may -be ‘2Zdded to infant formula only to
i improve its nutritionél va#ue for infants. Essential amino
 acids may be added to 4mdrove protein cuality, only in amounts
necessary for that vurpgses, Only natural L forms of amino

acids may be used,

(f) Fat and Linoleate

The produot shall contaili lindleic acid (in the form of glycerides)
at a level not less than 300 mg. ver 100 available Calories (or 70 mg
per 100 available kilojoules) end Pfat at a level not less than

3.3 g and not mofe‘than 6 g per 40Qlavailable Calories (or not
less than 0.8 g and not more than 1.5 g per 100 available kilojoules).

L,2 Optional Incredients

4,2.1 In addition to the vitamins and minerals listed
under 4.1.2 (a), (b) and (c), other nutrients may be added when
recuired in order to provide nutrients ordinarily found in human
milk and to ensure that the formulation is suitable as the sole source

of nutrients of the infant.

L,2,2 The usefulness of these nutrients shall be scinetifically

shown.

4,2.3 When any of these nutrients is added, the formula shall
contain significant amounts of these nutrients, based on levels in

human milk.
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L,2 Consistency and Particle Size

-

When prepared according to the label directions for use,
the product shall be free of lumps and of larpge coarse particles

and suitable for being fed through a soft rubber or plastic nipple.

4,4  Puritv Reguirements

All ingredients shall be clean, of good quality, safe and
suitable for ingestion by infants. They shall conform with their normal

gquality reguirements, such as colour, flavour and odour.

L.,5 Specific Prohibition

The product and/lts com onents shall not hawe been treated
7/ X

Ey ionizing radlatlon.‘/ ///,
77/

5. FOOD ADDITIVES /7 / »
(list of food addififes to Be established).

6. CONTAMINANTS

6.1 Pesticide Rg81dues (endorsed ALINORM 74/2L4, para 18)

The product shall be Urepared with special care under good
manufacturing practlces, s0 that residues of those pesticides which
may be recuired in' the‘production, storage or processing of the raw
materials or the finished food do not/ remzim, or, if technically

unavoidable, are reduced to the maximum extent possible.

6.2 Other Contaminants

The product shall be free from residues of hormones and

antibiotics and practically free from other contaminants.

7. HYGIENE

7.1 To the extent possible in good manufacturing practice the

product shall bs free from objectionable matter.
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7.2 When tested by a-pPopriate methods of sampling and examination

the vproduct:

(a) shall be free from pathogenic micro-organismsj

(b) shall not contain any substances originating form
micro-organisms in amounts which may represent a hazard
to health; and

(¢) shall not contain any other poisonous or deleterious
substances in amounts which may represent & hazard to

health.

7.3 The product shall-be preﬁ&fé&* packed, and held under sanitary
condltlons and should cﬁ@p;y with the Code of Hygienic Practice for

Infanfs and Chlldren‘(%p/ba’prenpred by the Committee on Food Hygiene).
,/, ,ﬁ“iu

8. PACKAGING 1IN (

e’ /.‘

A AL

8.1 The product shaly/be ;Lcked in containers which will safeguard

the hygienic and other qnaliﬂies of the food, When in liquid form the
product shall be packed 1n'hermatibally sealed containers; nitrogen

and carbon dioxide ﬁhéﬁbe used as packlnz media.

‘_/'

8.2 The containeréﬂ iﬁEIﬁﬁTﬁg“fEEggéing materials, shall be made
only of substances which are) safe and suitable for their intended uses.
Where the Codex Alimintarius Commission has established a standard for

e
any such substance used as packaging materials, that standard shall

applye.

8. FILL OF CONTAINER

In the casge of products in ready-for-use form, the fill of container

shall be:

(i) not les- than 80% v/v for products weighing less than 150 g (5 oz.)
(ii) not les:s than 85% v/v for products in the weight range 150-250 g
(8 0z.)3 and
(iii) not les:c than 90% v/v for products weighing more than 250 g
(8 oz.) of the water capacity of the container. The water

capacity of the container is the volume of distilled water at
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20°C which the sealed container will hold when completely filled.

10. LABELLING

In addition to Sections 1, 2, &4 and 6 of the Recommended Inter-

national General Standard for the Latvelling of Prepackaged Foods

(CAC/RS 1-1969), the following specific provisions apply (subject to

endorsement by the Codex Committee on Food Labelling):

10.1 The Name of the Food

10.1.7 The name of th¢ product shall be either "Infant
Formula" or any appropriate designation indicating the true nature

of the food, in accordﬁﬁbefwith nztional usage.

10+1.2 The. sourcys of proteln in the product shall be
clearly shown on the label.\

100 .% 1f 90% or eré of the protein is derived from whole
or skim milk, as such 9% Withmmlﬁor modification, the product may be
labelled "Infant Formuld baSEd on Milk".

=

10.1.4 A proguq?:vpich contaims neither milk nor any milk

derivative may be liEElled Tfree from milk and milk vproducts'.

10.2 List of Ingredients

10.2.71 Ajjcompletelist of,dingredients shall be declated on
the label in descending order of proportion except that in the case
of added vitamins and added minerals, these ingredients shall be
arranged as separate groups for vitamins and minerals, respectively,
and within these groups the vitamins and minerals need not to be

listed in descending order of proportion.

10.2.2 The specific and not the class name shall be declared

for ingredients of animal or plant origin and for food additives.

10.3 Declaration of Nutritive Value

The declaration of nutrition information shall contain the

following information in the following order:



10.3.1 The amount of energy, expres-~ed in Calories (Kcal)
or kilojoules (kJ), and the number of grams of protein, carbohydrate
and fat per 100 grams of the food as sold as well as per specified

gquantity of the food as suggested for consumption.

10.3.2 The total quantity of each vitamin, mineral, choline
and any optional ingredient as listed in paragraphs 4.1.2 and 4.2 of
this standard per 100 grams of the food as sold as well as per specified
quantity of the food as suggested for consumption, In addition, the

declaration per 100 Calories (of per 100 Kilojoules) is permitted.

/
N2
10.4 If special dleiarx-clalmsiéié made that the food contains B
proteins, vitamins o;ﬂg;né//, ~the label shall also contain the

/é/qm%unt per 100 grams of the food as sold
d/ quaﬁtzfj of the food as suggested for consump-

following 1nformat10q//

as well as per specifi /

tion of protein and eiph of’ﬁh stﬂled v1f;m1ns and minerals expressed

in percentage of the rgpommegdédfdally intake of the respective nutrient.

"10.5 Net Contents ;jﬁif?5fmfi,

R

The net con%entSAUfgin‘antgForgyla shall be declared by volume
if it is in liquid f&gn\\‘T“bv~weI§H€1if it is in powdered form. The
declaration of weight or volume, shall be made in either the metric
("Systeme international' units) or: in a system of measurement as

required by the country in which the food is sold, or in both systems.

10,6 Name and Address

The name and addres=z of the manufacturer, packer, distributor,

importer, exporter or vendor of the food shall be declared.

10.7 Country of Origin

10.7.1 The country of origin of the food shall be declared

if its omission vould mislead or deceive the consumer.
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10.7.2 When the food undergoes processing in a second country
which changes its nature, the country in which the processing is
performed shall be considered to be the country of origin for the

purposes of labelling.

10.8 Lot Identification

Each container shall be embossed or otherwise permanently
marked, in code or in clear, to identify the producing factory and

the lote.

10.9 Date Making and Storage Imstructions
10494 The dgﬁé*ﬁf?ﬁanufacture<or the date of expiry shall

be declared in clear @ndewhiChever is used shall be indicated.

Z —)
10.9.2 Storage/instructions shall appear on the label or on

the accompanying leaflet/. AL B O

NN

10.10 Information for\ﬁfgii%éfign
- —_— 5
10.10.1 Directions—as—to the preparation and use of the food,
and -its storage and kggiing~a£teny$hé/g@mtainer has been opened shall

appear on the label .or on_theiaccompanying, leaflet.

10.10.2 Information that infants over six months of age
should receive supplemental foods in addition to formula shall appear

on the label.

11. METHODS OF ANALYSIS AND SAMPLING

. The. Methods of- Analysis--and Sampling described hereunder are
international referee methods (which are to be endorsed by the Codex

Committee on Methods of Analysis and Sampling See paras 24-42 of

ALINORM 74,23 and paras 23-58 of ALINORM 72/23).
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