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PAKISTAN STANDARD SPECIFICATION
FOR
FOOD FOR INFANTS AND CHILDREN (1" REV.)

FOREWORD

This Pakistan Standard was adopted by the Standards Development Centre, Pakistan
Standards & Quality Control Authority on 25" November, 2008 on the endorsement by
the National Standards Committee for Agriculture & Food Product after the draft
finalized by the Milk and Dairy Products Technical Committee.

This Standard is divided into three Sections. Section A refers to | Formula, B deals
with Formulas for Special Medical purposes Intended for Infantaa ection C follow up

Formula. Q
Food for Infants and Children is in liquid or po forms intended \lUse, where
necessary as a substitute for human milk in \(\etm the normal n (@na requirements

of infants. \ 6

The views of producers, consume_r? stlng auf&)rltlec @a’echnologlsts and nutritionist
were taken into conmderaﬂ&n (hite foGﬁUatlng t ard.

The assistance h{ @ﬂq derléeq'from C O'is acknowledging with thanks.

The quan\ﬁ%s and dlmengwearlng in this standard have been given in International

sys@(\ Q

This Standard w. \[.‘ij Ilshed in 1985; the committee felt it to revise in the light of latest
development 0§ dustry.

This standard is intended chiefly to cover the technical provisions relating to food for
Infant and Children, and it does not include all the necessary provision of a contract.

For the purpose of deciding whether a particular requirement of this standard is complied
with the final value observed or calculated, expressing the result of a test or analysis shall
be rounded off in accordance with Methods for Rounding Off Numerical Values, the
number of significant placed retained in the rounded off value (PS: 103) shall be the same
as that of the specified value in this standard.

0.10 All the ingredients preparation, processing, packaging storage and for transportation shall

be according to PS: 3733 for Halaal Food Management System Requirement for any
Organization in the Food Chain.
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SCOPE

This standard applies to Food for Infants & Children in liquid or powdered form intended
for use, where necessary, as a substitute for human milk in meeting the normal nutritional
requirements of infants and young children. It also provides a standard for formulae
intended for infant with special medical purposes, and follow up Formula except for
certain provisions which must be modified to meet that special requirement

DESCRIPTION

Food for Infants & Children when in liquid form, may be used either directly or diluted
with water before feeding, as appropriate. In powdered form éq'fquwes water for
preparation

The product shall be nutritionally adequate to promo\&*@oglal growth and%elopment

when used in accordance with its directions for us

all normal conditions of handlln trlbu .in the country where the
product is sold.

The product is so processed and packag S r®p0|lag t@contammatlon under

0 \f’

SECTION A: INFAN{ FO§MULA

This section of thé\St@darq(c\@ns COWL quality and safety requirements for Infant

Formula

@a&) ucts that comply @\e criteria laid down in the provisions of this section of this
Stanttard would be acceﬁe& forfarketing as infant formula. No product other than infant formula
may be marketed erwise represented as suitable for satisfying by itself the nutritional

requirements o healthy infants during the first months of life.

The apphca&l‘n of this section of the Standard should take into account the recommendations
made in the International Code of Marketing of Breast-milk Substitutes (1981), the Global
Strategy for Infant and Young Child Feeding and World Health Assembly resolution WHA54.2
(2001).

DESCRIPTION
Product Definition

Infant formula means 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.

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 product is sold.

Other Definitions
The term infant means a person not more than 12 months of age.
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3. ESSENTIAL COMPOSITION AND QUALITY FACTORS

3.1 Essential Composition

3.1.1 Infant formula is a product based on milk of cows or other animals or a mixture thereof and/or
other ingredients which have been proven to be suitable for infant feeding. The nutritional safety
and adequacy of infant formula shall be scientifically demonstrated to support growth and
development of infants. All ingredients and food additives shall be gluten-free.

3.1.2 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 @t more than 70 kcal
(295 kJ) of energy.

3.1.3 Infant formula prepared ready for consumption shall contain p cal (100 kJ) the following
nutrients with the following minimum and maximum o nce upper levelsy (GUL)1, as
appropriate. The general principles for establishing the@ s are identified m@ Il of this

standard.
O

) 2),3),4) e@»‘ 6
a) Protein G
Unit Minim m66 O(Mam 0\ GUL

9/100 kcal 0“& o) 6) X, ;
9100 k0N 48O :

For the pu o%\\fﬁs standard, the ’}ron of the protein content of the final product prepared ready for
consumptlon Id be based on N unless a scientific justification is provided for the use of a different
conversion factor for a partlcular t The protein levels set in this standard are based on a nitrogen conversion
factor of 6.25. The value of generally established as a specific factor appropriate for conversion of nitrogen to

protein in other milk p nd the value of 5.71 as a specific factor for conversion of nitrogen to protein in other

soy products.
3) . . . . . .
For an equal energy value the formula must contain an available quantity of each essential and semi-essential

amino acid at least equal to that contained in the reference protein (breast-milk as defined in Annex I); nevertheless
for calculation purposes, the concentrations of tyrosine and phenylalanine may be added together. The
concentrations of methionine and cysteine may be added together if the ratio is less than 2:1; in the case that the ratio
is between 2:1 and 3:1 the suitability of the formula has to be demonstrated by clinical testing.

4) . . . . - . .
Isolated amino acids may be added to Infant Formula only to improve its nutritional value for infants. Essential and
semi-essential amino acids may be added to improve protein quality, only in amounts necessary for that purpose.

Only L-forms of amino acids shall be used.
5)
The minimum value applies to cows’ milk protein. For infant formula based on non-cows’ milk protein other

minimum values may need to be applied. For infant formula based on soy protein isolate, a minimum value of 2.25
9/100 kcal (0.5 g/100 kJ) applies.

6)
Infant formula based on non-hydrolysed milk protein containing less than 2 g protein/ 100 kcal and infant formula
based on hydrolysed protein containing less than 2.25 g protein/ 100 kcal should be clinically evaluated.

b) Lipids
7,8)
Total fat
Unit Minimum Maximum GUL

8
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0/100 kcal 4.4 6.0 -
0/100 kJ 1.05 14 -
7
Commercially hydrogenated oils and fats shall not be used in infant formula.

8) . . . . . .
Lauric and myristic acids are constituents of fats, but combined shall not exceed 20% of total fatty acids. The

content of trans fatty acids shall not exceed 3 % of total fatty acids. Trans fatty acids are endogenous components of
milk fat. The acceptance of up to 3% of trans fatty acids is intended to allow for the use of milk fat in infant
formulae. The erucic acid content shall not exceed 1% of total fatty acids. The total content of phospholipids should
not exceed 300 mg/100 kcal (72 mg/100 kJ).

' Guidance upper levels are for nutrients without sufficient information for a science-based risk assessment. These
levels are values derived on the basis of meeting nutritional requirements of infants and an established history of
apparent safe use. They may be adjusted based on relevant scientific or technological progress. The purpose of the
GULs is to provide guidance to manufacturers and they should not be interpreted as goal valugs. Nutrient contents in
infant formulas should usually not exceed the GULSs nless higher nutrient levels cannot b%ed due to high or
variable contents in constituents of infant formulas or due to technological reasons. ? roduct type or form has
ordinarilycontained lower levels than the GULs, manufacturers should not incr @é s of nutrients to approach

the GULs. ‘
g o*

Linoleic acid \(\
| - (% O
Unit Minimum \ imum G GUL
> gé%‘ ‘

mg/100 keal  300c. S

mg/100 kJ‘ < o < O\ Q6
a-Linolenic ac\g ‘\ © (\0\ M‘
nit Mij ’&m Maximum GUL
mg/100 kcal' (y N.S.* -

mg/lO N.S. -

Cﬂ% = not specified

Ratio linoleic/ a-linolenic acid
Min Max
5:1 15:1

c) Carbohydrates

9)
Total carbohydrates

Unit Minimum Maximum GUL
9/100 kcal 9.0 14.0 -
0/100 kJ 2.2 3.3 -

9)
Lactose and glucose polymers should be the preferred carbohydrates in formula based on cows’ milk
protein and hydrolysed protein. Only precooked and/or gelatinised starches gluten-free by nature may be

added to Infant Formula up to 30% of total carbohydrates and up to 2 g/100 ml.

9
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Sucrose, unless needed, and the addition of fructose as an ingredient should be avoided in infant formula,
because of potential life-threatening symptoms in young infants with unrecognised hereditary fructose
intolerance.

d) Vitamins

Vitamin A
Unit Minimum Maximum GUL
ugRE /100 kcal 60 180 -
ug RE /100 kJ 14 43 -

10)

expressed as retinol equivalents (RE).

1 pg RE = 3.33 U Vitamin A = 1 pg all-trans retinol. Retinol contents shall b @%ed by preformed
retinol, while any contents of carotenoids should not be included in the c@éion and declaration of

vitamin A activity.

W N
Unit Minimum @1& < W(lgam GOGUL
ugll)/100 keal 156 6 : 0@“ -
ug 7100 kJ < 23 0\ 0‘ -

11)
Calciferol. 1 pg calcf@ @ 40 IU@mn D M

Vitamin E
\

o®

Vitamin D3

Unit \(\\(/Ilnlmum Maximum GUL

mg a- *}180 %I 0.5 B 5
C@QE nook) 012" - 12
12)

1 mg a-TE (alpha-tocopherol equivalent) = 1 mg d-a-tocopherol
13)
Vitamin E content shall be at least 0.5 mg a-TE per g PUFA, using the following factors of equivalence

to adapt the minimal vitamin E content to the number of fatty acid double bonds in the formula: 0.5 mg -
TE/g linoleic acid (18:2 n-6); 0.75 a-TE/g a-linolenic acid (18:3 n-3); 1.0 mg o-TE/g arachidonic acid
(20:4 n-6); 1.25 mg a-TE/g eicosapentaenoic acid (20:5 n-3); 1.5 mg a-TE/g docosahexaenoic acid (22:6 n-
3).

Vitamin K
Unit Minimum Maximum GUL
ug/100 kcal 4 - 27
ug/100 kJ 1 - 6.5
Thiamin
Unit Minimum Maximum GUL
ug/100 kcal 60 - 300
ug/100 kJ 14 - 72

10
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Riboflavin
Unit Minimum Maximum GUL
ug/100 keal 80 - 500
ug/100 kJ 19 - 119
Niacin14)
Unit Minimum Maximum GUL
ug/100 kcal 300 - 1500
ug/100 kJ 70 - 360
14)
Niacin refers to preformed niacin.
Vitamin B, 666
Unit Minimum Maxim*mQO GUL
ug/100 kcal 35 A\) 175 Q\ls
ug/100 kJ 8.5 \(\ Q
Vitamin B | \ G ‘a\ < ) GO
Unit Mm%@ KRoim (‘,6' GUL
1g/100 keal -QC,) 15
g/1so\ @\ 0.5 N@ : 0.36
Pantothenic a{S 0
(\\ nit &?&n Maximum GUL
0 pg/100 kc - 2000
ug/olé‘&x 96 - 478
Folic acid ¢
Unit Minimum Maximum GUL
pg/100 keal 10 - 50
ug/100 kJ 2.5 - 12
Vitamin Cls)
Unit Minimum Maximum GUL
mg/100 keal 10 - 70"
mg/100 kJ 2.5 - 1716)
15)

expressed as ascorbic acid

16)
This GUL has been set to account for possible high losses over shelf-life in liquid formulas; for

powdered products lower upper levels should be aimed for.

Biotin
Unit Minimum

11

Maximum

GUL



ug/100 keal 15
pg/100 kJ 0.4

e) Minerals and Trace Elements

Iron
Unit Minimum
mg/100 kcal 0.45
mg/100 kJ 0.1

17)

Maximum

Levels may need to be determined by national authorities.

Calcium
Unit Minimum
mg/100 kcal 50
mg/100 kJ 12
Phosphorus
Unit Mlnlmu%
mg/100 kcal

mg/100 k] ‘ 6

18) 5\ (?
This GUL sho{; accommodat@g er needs

Ratio cgko@/ osphorus r\\<\

Min Ma\
1| \)2 1
G\)
Magnesium
Unit Minimum
mg/100 kcal 5
mg/100 kJ 1.2
Sodium
Unit Minimum
mg/100 kcal 20
mg/100 kJ 5
Chloride
Unit Minimum
mg/100 kcal 50
mg/100 kJ 12

Maximum

Mﬂmula

Maximum

Maximum
60
14

Maximum
160
38

12

S
2
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10
2.4
17)
GUL
GUL
140
QV\ 35
GUL
18)
100
18)
24
GUL
15
3.6
GUL
GUL



Potassium

Manganese

lodine

Selenium

19)

Copper

o™,

19)

gloo keal

Unit Minimum
mg/100 kcal 60
mg/100 kJ 14
Unit Minimum
ug/100 kcal 1
ug/100 kJ 0.25
Unit Minimum
ng/100 kcal 10
ug/100 kJ 2.5
Unit Minimum
ng/100 kcal 1
ug/100 kJ Qz@

%QS\\

ug/100kJ -

Adjustment may be

copper in the Wate{;@

zZinc
Unit Minimum
mg/100 kcal 0.5
mg/100 kJ 0.12

f) Other Substances

Choline
Unit Minimum
mg/100 kcal 7
mg/100 kJ 1.7

Myo-Inositol
Unit Minimum
mg/100 kcal 4
mg/100 kJ 1

L-Carnitine

PS: 1688 -2008

Maximum GUL
180 -
43 -
Maximum GUL
- 100
- 24
Maximum (geeGUL
- QO 60
i \)‘ 14 N~
A\ N o ®
O Moo
‘L oY euL
e® 6§3N] 0@" 9
O\ - 50\ 2.2
AR
Maximum GUL
- 120
29

Maximum

Maximum

Maximum

13

in these levels for infant formula made in regions with a high content of

GUL
1.5
0.36

GUL
50
12

GUL
40
95
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Unit Minimum Maximum GUL
mg/100 kcal 1.2 N.S. -
mg/100 kJ 0.3 N.S. -

3.2  Optional ingredients

3.2.1 In addition to the compositional requirements listed under 3.1.3, 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 outcomes of populations of
breastfed babies.

3.2.2 The suitability for the particular nutritional uses of infants and the safety of these
substances shall be scientifically demonstrated. The for shall contain
sufficient amounts of these substances to achieve the int@fgj ffect, taking into
account levels in human milk.

3.2.3 The following substances may be added in congskbty with national Ie@ ion, in
which case their content per 100 kcal ( in the Infant F avready for
consumption shall not exceed: S

Taurine

Unit Minir@%’e 0\ %axg@

mg/100 keal - 5\ 1@ -
il S e '
Total nucleotld%)
Levels ma;(ﬂ be determmed(%\ ional authorities.

Docosahexaenom ACId

Uni 9 Minimum Maximum GUL
y acids - - 05
20)

If docosahexaenoic acid (22:6 n-3) is added to infant formula, arachidonic acid (20:4 n-6) contents
should 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. National
authorities may deviate from the above conditions, as appropriate for the nutritional needs.

3.2.4 Only L(+)lactic acid producing cultures may be used.
3.3 Fluoride

Fluoride should not be added to infant formula. In any case its level should not exceed
100 pg /100 keal (24pg/100 kJ) in infant formula prepared ready for consumption as
recommended by the manufacturer.

3.4 Vitamin Compounds and Mineral Salts

Vitamins and minerals added in accordance with clause 3.1.3 (d and e) and other
nutrients added in accordance with 3.2.1 should be selected from the Advisory Lists of
Mineral Salts and Vitamin Compounds for Use in Foods for Infants and Children
(CAC/GL 10-1979).

35 Consistency and Particle Size

14
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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.

Purity Requirements

All ingredients shall be clean, of good quality, safe and suitable for ingestion by infants.
They shall conform with their normal quality requirements, such as colour, flavour and
odour.

Specific Prohibitions
The product and its component shall not have been treated by ionizing irradiation.
FOOD ADDITIVES

Only the food additives listed in this Section Codex Advisory List of Mineral Salts and
Vitamin Compounds for Use in Foods for Infants and Children (CAGAGL 10) may be
present in the foods described in clause 2.1 of this Standard, a a@ t of carry-over
from a raw material or other ingredient (including food add(ﬁ used to produce the
food, subject to the following conditions:

a) The amount of the food additive in the raw ma r other ingredie ineluding
food additives) does not exceed the maximu Ie el'ygecified; and

b) The food into which the food addltl‘$ arrle ver doe Q ntain the food
additive in greater quantity than wo tro the use e raw materials or

ingredients under good manufeé1 practi Sis te @th‘ the provisions on carry-
over in the Preamble of t eral %anda for Additives (CAC/STAN 192)

O
< 0‘ (\0\ N@ Q

15
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The following food additives are acceptable for use in the preparation of infant formula, as
described in clause 2.1 of this Standard (in 200 ml of product, ready for consumption prepared
following manufacturer’s instructions, unless otherwise indicated):

INS

Additive

Maximum level in 100 ml of the product ready for
consumption

4.1 Thickeners

412 Guar gum 0.1 g in liquid formulas containing hydrolysed protein
410 Carob bean gum (Locust [ 0.1 g in all types of infant formula
bean gum)

1412 Distarch phosphate 0.5 g singly or in combination in soy-based infant
formula only 86

1414 Acetylated distarch 06

phosphate ‘ Q

1413 Phosphated distarch \) \l*

phosphate 25¢g singlgg%r i&ombination in h yzed protein-

1440 Hydroxypropyl starch | @9/ o[(ar@ cukba@ infant fei@l only

407 Carrageenan: @'p(j‘ in @{@‘r‘ mi&@a‘ soy-based liquid infant

Sbformula onl
Q] QN
\ %1@ hydr%& protein- and/or amino acid based
i O\ x_ liyuid Ln{iq‘fo ula only

4.2 Emulsifiers A\ (\0 @“

322 \L&)thins N \(\\ 0.5 g in all types of infant formulazz

471 O™ [ Mono- and digrycehides : : 2

(ql')\ 0.4 g in all types of infant formula
. - \

4.3 Acidity Regulfa\tq\j\)

524 S@M hydroxide 0.2 g singly or in combination and within the limits for
sodium, potassium and calcium in section 3.1.3 (e) in
all types of infant formula

500ii Sodium hydrogen 0.2 g singly or in combination and within the limits for

carbonate sodium, potassium and calcium in section 3.1.3 (e) in
; ; all types of infant formula

500i Sodium carbonate

525 Potassium hydroxide

501ii Potassium hydrogen

carbonate

501i Potassium carbonate

526 Calcium hydroxide

270 L(+) lactic acid Limited by GMP in all types of infant formula

2 th
Not endorsed by the 39 Session of the CCFA. JECFA evaluation is pending. national authorities may

. . . 2)
restrict its use until JECFA evaluation has been completed.  If more than one of the substances INS 322,
471 are added the maximum level for each of those substances is lowered with the relative part as present
of the other substances

16
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INS Additive Maximum level in 100 ml of the product ready for consumption
330 Citric acid Limited by GMP in all types of infant formula
331 Sodium dihydrogen citrate Limited by GMP in all types of infant formula
331iii | Trisodium citrate Limited by GMP in all types of infant formula
332 Potassium citrate Limited by GMP in all types of infant formula
4.4 Antioxidants
307b | Mixed tocopherol concentrate | 1 mg in all types of infant formula singly or in
combination
304i Ascorbyl palmitate 1 mg in all types of infant formula singly or in
combination
4.9 Packaging Gases AC,G"
290 Carbon dioxide GMP < Q -
941 Nitrogen C . 6 O
CONTAMINANTS @S ‘ax G
51 Pesticide Residues 68
The product shall be pre ﬁh@: I caregﬁ!%od manufacturing practices, so
that residues of th pestmdes ich uired in the production, storage or
processing 0 h@ Is or t iShed food ingredient do not remain, or, if
technlcg‘un 0|dabl(\ educe e maximum extent possible.
5.2 taminants \
Qle product shall nof co%m contaminants or undesirable substances (e.g. biologically
active substanc amounts which may represent a hazard to the health of the infant.
The produ%@e d by the provisions of the Standard shall comply with those maximum
residue d maximum levels established by the Codex Alimentarius Commission.
Maximum level
Lead 0.02 mg/kg (in the ready-to-use product)
6. HYGIENE
6.1 It is recommended that the product covered by the provisions of this standard be
prepared and handled in accordance with the appropriate sections of the
Recommended International Code of Practice - General Principles of Food
Hygiene (CAC/RCP 1) and other relevant Codex texts such as the Recommended
International Code of Hygienic Practice for Foods for Infants and Children
(CAC/RCP 21).
6.2  The products should comply with any microbiological criteria established in

accordance with the Principles for the Establishment and Application of
Microbiological Criteria for Foods (CAC/GL 21).

17
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9.1
9.11

9.1.2

9.13
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PACKAGING

The product shall be packed in containers which will safeguard the hygienic and other
qualities of the food. When in liquid form, the product shall be packed in hermetically
sealed containers; nitrogen and carbon dioxide may be used as packing media.

The containers, including packaging materials, shall be made only of substances which
are safe and suitable for their intended uses. Where the Codex Alimentarius Commission
has established a standard for any such substance used as packaging materials, that
standard shall apply.

FILL OF CONTAINER
In the case of products in ready-to-eat form, the fill of container shall be:
not less than 80% v/v for products weighing less than 150 g (5 oz.)'
not less than 85% v/v for products in the weight range 150-250 g
not less than 90% v/v for products weighing more than 250 ?@z of the water capacity
volume

of dIStI||e(&Q' at

20° C which the sealed container will hold CWRHQ/ filled. (0
o)
<

of the container. The water capacity of the container |s\}&

LABELLING G 6

The requirements of the Pakistan @ rd fo &abell Pre-packaged Foods (PS:

1485) and (CODEX STAN %’ ode GUI nes trltion Labelling (CAC/GL 2)

and the Guidelines for U% N nd H s apply to infant formula and
ical p oses f nts. These requirements include a

formula for spec%s
prohibition e of oWtrition a h claims for foods for infants and young
children Where ically ed for in relevant Codex Standards or national
legislat ro% In addition t these{equwements the following specific provisions apply:

ame of the Fooed

The text of the la e{a\i all other information accompanying the product shall be written
in the appro nguage(s).

The nan@ the product shall be either "Infant Formula™ or any appropriate designation
indicating the true nature of the product, in accordance with national usage.

The sources of protein in the product shall be clearly shown on the label.

If cows’ milk is the only source of protein, the product may be labelled "Infant Formula

Based on Cows’ Milk".

9.15

9.2
9.21

9.2.2

A product which contains neither milk or any milk derivative shall be labelled "contains
no milk or milk products™ or an equivalent phrase.

List of Ingredients

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.

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.
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9.3 Declaration of Nutritive Value

9.4
94.1

94.2

943

95
9.5.1

952

953

954

955

The declaration of nutrition information shall contain the following information which
should be in the following order:

a) the amount of energy, expressed in kilocalories (kcal) and/or kilojoules (kJ), and the
number of grammes of protein, carbohydrate and fat per 100 grammes or per 100
milliliters of the food as sold as well as per 100 milliliters of the food ready for use, when
prepared according to the instructions on the label.

b) the total quantity of each vitamin, mineral, choline as listed in clause 3.1.3 and any
other ingredient as listed in clause 3.2 of this Standard per 100 grammes or per 100
milliliters of the food as sold as well as per 100 milliliters of the food ready for use, when
prepared according to the instructions on the label.

¢) In addition, the declaration of nutrients in a) and b) per 100 klloca%rles (or per 100
kilojoules) is permitted. 6

Date Marking and Storage Instructions ?O

The date of minimum durability (preceded by the wo?‘b t before™) shall@j clared

by the day, month and year in uncoded numerical %?u nce except that far phgducts with

a shelf-life of more than three months, the éear will suf&s e month may
be indicated by letters.

In the case of products requirin g,@ératlor? nth r only, and the shelf-life
of the product is valid to th@% en year the ssion "end (stated year)" may
be used as an alternative\

In addition to g ate, a spe\al c ion for the storage of the food shall be
indicated iftlﬁv dity f@ ate de ereon.

Whege pﬁ%ctlcable storaye msb&ctlons shall be in close proximity to the date marking.

@% and address of the @\Qfacturer
(a) Batch or co g&nb r

(b) This Pa@ tandard number, Mark and Licence number
Information for Use

Products in liquid form may be used either directly or in the case of concentrated liquid
products, must 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 Good Hygienic Practice.

Adequate directions for the appropriate preparations and use of the product, including its
storage and disposal after preparation, i.e. that formula remaining after feeding should be
discarded, shall appear on the label and in any accompanying leaflet.

The label shall carry clear graphic instructions illustrating the method of preparation of
the product.

The directions should be accompanied by a warning about the health hazards of
inappropriate preparation, storage and use.

Adequate directions regarding the storage of the product after the container has been
opened, shall appear on the label and in any accompanying leaflet.
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9.6.1

9.6.2

9.6.3
9.6.4

9.6.5

10.

PS: 1688 -2008
Additional Labelling Requirements

Labels should not discourage breastfeeding. Each container label shall have a clear,
conspicuous and easily readable message which includes the following points:

a) the words "important notice" or their equivalent;

b) the statement "Breast milk is the best food for your baby" or a similar statement as to
the superiority of breastfeeding or breast milk;

) a statement that the product should only be used on advice of a independent health
worker as to the need for its use and the proper method of use.

The label shall have no pictures of infants and women nor any other picture or text which
idealizes the use of infant formula.

The terms "humanized", "maternalized" or other similar terms shall not joe used.

Information shall appear on the label to the effect that g&s should receive
complementary foods in addition to the formula, from an a S appropriate for their
specific growth and development needs, as advised by nQn@pendent health WQIEer' and
in any case from the age over six months. 9/

The products shall be labelled in such a w; to avoid any risk oﬁ)@ﬁh& between
infant formula, follow-up formula, and ter la for e%l medic 0SEs.

METHODS OF ANAL{@%ND@&MPLIN 0\
The relevant methds of ISO‘,\ CAC iﬁf & other internationally recognized

standard meﬁo@nay be@ken into t for analysis purpose.

N O
o

009*‘ \
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Annex |
Essential and semi-essential amino acids in breast milk*

For the purpose of this Standard the essential and semi-essential amino acids in human milk from published studies which report measurements of the
total nitrogen content and/or the calculation method of the protein content, expressed as mg per g of nitrogen and as mg per 100 kcal are listed.

The average level of an amino acid (mg per g of nitrogen) from each study was used to calcula @g’rresponding amino acid content per 100 kcal of an
infant formula with the minimum protein content of 1.8 g/ 100 kcal accepted in this Stanc@@ng amino acid/g nitrogen in breast-milk divided by the

nitrogen conversion factor of 6.25 and multiplied by 1.8). 0\

The mean of the sums of the average amino acid levels from all studies wa@b%yerted in the same n@@ot?e average amounts of an amino acid per g
of protein (total nitrogen x 6.25) and per 100 kcal of energy (columns 1§a 2 of‘{e le). G

e

Adapted from Koletzko B, Baker S, Cleghorn é&et al, Global tandarg§gr e composition of infant formula: Recommendations of ESPGHAN

National authorities may use all of the listed values. 66

coordinated international expert group. J F!Rdl Gast@’?uerol N ;41:584-599
Y 3
3¢

O°

21



PS: 1688 -2008

Raih4 et al.
(2002)
mod
Lonnerdal | Darragh & | Bindels & Nayman et Mean of all
&Forsum | Moughan Harzer Janas et al. 5% Yonekubo et | amino acids
(1985) (1998) (1985 (1987) Villalpando et al. (1998) cﬁ 979) al. (1991) contents
Pooled Pooled 24 hours, | 24 hours, QO ~ | Pooled Milk at 21
banked over 20 pooled at5 | pooled at 8 ‘ Q banke days -2
milk days at 10- | weeks weeks \) miIk%&* months
at 4-16 14 weeks (n=10) (n=10) 24 hours, pogled at'4-6 &qt
weeks (n=20) months ¢~ o _ (')
*\4 N \ \ & &4‘
@ exico .a oust
& & (n=40 vy
mg gN [100 [gN 10@ 2N | 400 keal %@-‘loo kcal [gN [100 [gN [100 |g g 100
amino 100 100 kcal '{(ca ;\ () <> kcal kcal | nitro- | nitro | kcal
acid per | gN | kcal [ gN | keal O\ X WM. gen -gen
. O
ysteine | 111 | 32 | 173 | 50 | 108N\) 31 | 101 29 4| 167 48 134 39 133 | 38 | 118 34 131 21 38
\ \g
Histidine | 111 32 156 45 C> 55 73 1\12\ (éz 112 32 108 31 122 35 150 43 141 23 41
\
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Darragh Ra&iha et al.

& (2002) mod
Lonnerdal Mougha | Bindels & Nayman et | Yonekubo | Mean of all
&Forsum| n Harzer Janas et al. al. et amino acids
(1985) (1998) (1985 (1987) Villalpando et al. (1998) (1979) al. (1991) contents

Pooled 24 hours, 24 hours, éﬁ@ed Milk at 21
Pooled over 20 | pooled at 5 pooled at 8 (3 nked milk | days -2
banked | daysat | weeks weeks O at >1 month | months
milk 10-14 (n=10) (n=10) ‘ Q
at 4-16 weeks 24 hours, pooled 6\} Q\l*
weeks (n=20) months (A (Q

N\
MExito @, Houstop [O
oSz o\ (nz0)

_ gN [100 [gN ]100 g Y1100 SYgN Gﬁ@kcal gN | 100 g 100 |g g 100
mg amino 100 100 kcal k ae cal 0\ kcal N | kcal | nitro | nitro | kcal
acid per gN | kcal | g N |kcal { & C' 06 -gen | -gen

\ * .

Q) Y N 37

Isoleucine 242| 70| 333| 96 376 108& 306 @ 29 84 331 95 300 86 4 108 319 51 92

Leucine 457 | 132| 598|172 ‘7(‘\ 05 611 \ 528 152 541 156 572 165 7 192 586 94 169
O \ D 12

Lysine 314 90| 406|117 522 150 46% 105 366 105 408 118 361 104 1 121 395 63 114

oY’

Methionine 78 221 90 | 26 89 CZG 73 21 99 29 76 22 83 24 92 26 85 14 24
Phenyl- 24

alanine 153| 44| 243| 70 344 99 183 53 440 127 439 126 217 62 0 69 282 45 81
26

Threonine 217| 62| 316| 91 344 99 251 72 248 71 242 70 256 74 9 77 268 43 77
12

Tryptophan NA NA 172 50 79 23 112 32 89 26 111 32 2 35 114 18 33
24

Tyrosine 201| 58| 241 69 369 106 191 55 292 84 299 86 233 67 9 72 259 42 75
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Ra&iha et al.
(2002) mod
Lonnerdal Darragh & Bindels & Nayman et Mean of all
&Forsum Moughan Harzer Janas et al. al. Yonekubo et | amino acids
(1985) (1998) (1985 (1987) Villalpando et al. (1998) ,,% (1979) al. (1991) contents
Pooled over | 24 hours, 24 hours, Pooled Milk at 21
Pooled 20 days at pooled at 5 pooled at 8 banked days -2
banked milk 10-14 weeks | weeks weeks 24 hours, pooled 6‘% & milk at months
at 4-16 weeks | (n=20) (n=10) (n=10) months >i©| th
)Sggqco Hous
N 100 N 100 @J\ C‘610040)‘ eN g?)i;rk I N | 100 N | 100 10
mg g g g LWiUkeal | g g g g
amino kcal %Qb @‘a G{a’ kcal kcal | nitro | nitro | 0
acid 100 100 ‘ O\ 60\ -gen | -gen | ke
per gN | kcal gN | kcal , . Q al
Q' X N-
\Valine 253 73 327 94 376 i%B 2(7\<) 77 82 331 95 317 91 364 105 315 50 90
\ MY
T (S
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Annex 11

GENERAL PRINCIPLES FOR ESTABLISHING MINIMUM AND MAXIMUM VALUES
FOR THE ESSENTIAL COMPOSITION OF INFANT FORMULA

1. The goal of establishing minimum and maximum values is to provide safe and nutritionally
adequate infant formula products that meet the normal nutritional requirements of infants.

2. A nutritionally adequate infant formula will promote growth and development consistent with
science based standards and meet the nutritional requirements of infants when fed as a sole source
of nutrition during the first months of life up to the introduction of appropriate complementary
feeding.

3. The values to be established are based on an independent evaluation, in particular of the
scientific evidence of the amounts needed to meet the nutritional requirements of infants,
considering relevant human infant studies and the composition of breast-milk. 6

4. In addition to the principles set out in No. 3, when setting minim maximum values,
consideration will also be given to the safety of such values.

For nutrients with a documented risk of adverse health effec ﬁegper levels to b n into
account will be determined using a science-based risk asse§?ent approach. Whege s ific data
are not sufficient for a science-based risk asses deration shﬂ given to an
established history of apparently safe use of thegwient in fa , as app te. Values derived
on the basis of meeting the nutritional @@Svents ants an establlshed history of
apparently safe use should be con5|d mterm%wda r levels. The approach to
setting maximum and upper gmdwc dlues s@ﬂbe made éarent and comprehensible.

5. When establishing mmm@m and mam&;ng&&x Qe following should also be taken into

account:

a) bioava%)lllty, proces%Qosses andshelf-life stability from the ingredients and formula
matrj

b@ levels of a nutrie \g\fant formula, taking into account both naturally occurring
nutrients in the ing uﬂ S and added nutrients,

c) the mherent Q) ility of nutrients in ingredients and in water that may be added to the
infant for ing manufacture.

6. Overages for individual nutrients, as appropriate, to ensure that the required minimum levels
are met throughout the shelf-life of the formula, will be included in the maximum value.

7. In establishing minimum or maximum amounts of nutrients per 100 kcal (or per 100 kJ) of
infant formula based on consideration of reference values for the nutrients expressed as units per
daily intake or per kilogram of body weight, the following assumptions will be considered:

a) The mean intake of prepared formula for infants from birth to six months of age is 750
ml per day, and

b) a representative body weight for an infant over this period is 5 kg,
and

c) a representative caloric intake of an infant over this period is 500 kcal per day (or 100
kcal/kg/day).

Modifications of the approach may be needed when there is justification for deviating from one
or more of these assumptions with regard to the specific formula product or specific infant
population group.
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SECTION B: FORMULA FOR SPECIAL MEDICAL PURPOSES
INTENDED FOR INFANTS

1. This section of the Standard applies to Formula for Special Medical Purposes Intended for
Infants in liquid or powdered form intended for use, where necessary, as a substitute for human
milk or infant formula in meeting the special nutritional requirements arising from the disorder,
disease or medical condition for whose dietary management the product has been formulated.

1.2 This section of the Standard contains compositional, quality, labelling and safety
requirements for Formula for Special Medical Purposes Intended for Infants.

1.3 Only products that comply with the criteria laid down in the provisions ép section of this
standard would be accepted for marketing as formula for special medlc oses intended for

infants. Q

2. DESCRIPTION \)\ N\~

2.1 Product definition Q (0 Q

2.1.1 Formula for Special Medical Purposes | \S\for f@s mean Q)stitute for human
milk and is specially manufactured to sa y |tself CI nytritional requirements of
infants with specific disorders, dlseases@. ical co e flrst months of life up to

the introduction of appropriate COQ@EWtar6leng

2.1.2

See Section A 2.1.2 5\ 0 0\, M

2.2 Other Dgfi m%ons

See SecH 6\2.2

3. ESSENTIAL COMP%SQT\)N AND QUALITY FACTORS

3.1 Essential Com

3.1.1. Formula er Special Medical Purposes intended for Infants is a product based on
ingredients based of animal, plant and/or synthetic origin suitable for human consumption. All
ingredients and food additives shall be gluten-free.

3.1.2 The composition of Formula for Special Medical Purposes Intended for Infants shall be
based on sound medical and nutritional principles. The nutritional safety and adequacy of the
formula shall be scientifically demonstrated to support growth and development in the infants for
whom it is intended, as appropriate for the specific products and indications. Their use shall be
demonstrated by scientific evidence to be beneficial in the dietary management of the infants for
whom it is intended.

3.1.3 The energy content and nutrient composition of Formula for Special Medical Purposes
intended for infants shall be based on the requirements for infant formula as given in sections A
3.1.2 and A 3.1.3, except for the compositional provisions which must be modified to meet the
special nutritional requirements arising from the disease(s), disorder(s) or medical condition(s)
for whose dietary management the product is specifically formulated, labelled and presented.

3.1.4 In addition to the requirements in 3.1.3 the following requirements shall also be taken into
account, where appropriate:
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Chromium
Unit Minimum
ng/100 keal 1.5
ng/100 kJ 0.4
Molybdenum
Unit Minimum
ug/100 kcal 15
ng/100 kJ 0.4

3.2 Optional ingredients

3.2.1 In addition to the compositional requirem
may be added in order to provide substance {h
e sole

dlsébi or

;?‘al me
gm ty of these substances shall be

to ensure that the formulation is suitable
for the dietary management of his/h (%e

3.2.2 The suitability for the 4 tgﬁe
particular nutrltlonal u of mfants

scientifically dem ormul
the mt ffect?

substances to egs

3.2.3 O
Medlc
vulnerable population

3.3 Vitamin Cq
See Section A g’4
3.4 Consistency and Particle Size

See Section A 3.5

3.5 Purity Requirements

See Section A 3.6

3.6 Specific Prohibitions

See Section A 3.7 4. FOOD ADDITIVES
See Section A 4.

5. CONTAMINANTS

See Section A 5.

6. HYGIENE

See Section A 6.

Hs and Mineral Salts
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Maximum GUL
- 10
- 2.4
Maximum GUL

' ‘5
o‘Q

I&rd under 3.1.3,

Qgredlents

d in hL@ 1k or required
ce of trittédn for the infant and
‘condition.

pose, the suitability for the

contain sufficient amounts of these

lactic acid pr ’ﬁqg cultures may be used in Formulas for Special
rposes for mfaqts@ shown to be safe and appropriate for use in these



PS: 1688 -2008

7. PACKAGING

See Section A 7.

8. FILL OF CONTAINER

See Section A 8.

9. LABELLING

See introductory paragraph of Section A 9.
9.1 The Name of the Food

9.1.1 See Section A9.1.1

9.1.2 The name of the product shall be "Formula for Special Medical Purp @ﬁ%nded for
Infants" or any appropriate designation indicating the true nature of the@gict, in accordance
with national usage.

9.1.3 If cows’ milk is the only source of protein, the producg be labelled "Formu}&
Special Medical Purposes Intended for Infants Based Milk".

9.2 List of Ingredients \ 6 O
See Section A 9.2 e@ 6@ 6,‘

_ g S G
9.3 Declaration of Nutritive Va ee

Formula for Special Medica} Purposes Inte‘fwitgfor far@shall be labelled with complete
nutrition labelling ac o@ Se KQ 4.2 of tandard for the Labelling of and Claims for
Foods for Special,Medbcal Pur CODE AN 180).

9.4 Date and Storage In ions
RN (5(@

See Secign A 9.4
9.5 Information 1\§J
See Sectlo @
9.6 Additional Labelllng Requirements

9.6.1 Formula for Special Medical Purposes Intended for Infants shall be labelled with the
additional information as specified in Sections 4.4.1, 4.4.3, 4.4.4, 4.5.1 and 4.5.5 of CODEX
STAN 180).

9.6.2 A prominent statement indicating that the product is intended as the sole source of nutrition
shall appear on the label.

9.6.3 In addition, the information specified in Sections 4.5.2, 4.5.3 and 4.5.6 of CODEX STAN
180) shall be included on the label or be provided separately from the package.

9.6.4 Labels and information provided separately from the package should not discourage
breastfeeding, unless breastfeeding is contraindicated on medical grounds for the disease(s),
disorder(s) or medical condition(s) for which the product is intended.

9.6.5 See Section A 9.6.5
10. Methods of Analysis
The relevant methods of ISO, CAC of and other internationally recognized standard
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method may be taken into account for analysis purpose.

SECTIONC : FOLLOW UP FORMULA

1. This standard applies to the composition and labelling of follow-up formula.
2. DESCRIPTION

2.1 Definitions

2.1.1 Follow-up formula means a food intended for use as a liquid part of the weaning diet for
the infant from the 6th month on and for young children.

2.1.2 The term infant means a person of not more than 12 months of agége

2.1.3 The term young children mean persons from the age of n@& t%’l 12 months up t\lge age
of three years (36 months).

2.1.4 The term calorie means a kilocalorie (kca% @\%m{(@ is equh@@@Z% calories
(kcal).
o> < o

2.2 Follow-up formula is a food pre@% from the milk of @@’other animals and/or other
Constituents of animal and/or pla& origin, i@l ave b@%oved to be suitable for infants from

the 6™ month on and for&gﬂng chilqr\e'n. M‘
2.3 Follow-up fo mul§is a foo@ cessed ysical means only so as to prevent spoilage and

contaminatid\u?éer all normal conQ{\?Qsz of handling, storage and distribution.
2.4 Fol&—up formula, Wh{n\'p ﬁ'&id form, is suitable for use either directly or diluted with

water *a
before feeding, as @)r te. In powdered form it requires water for preparation. The product
shall be nutritio guate to contribute to normal growth and development when used in
accordance with Its directions for use.

3. ESSENTIAL COMPOSITION AND QUALITY FACTORS

3.1 Energy Content
When prepared in accordance with the instructions for use, 100 ml of the ready-for-consumption
product shall provide not less than 60 kcal (or 250 kJ) and not more than 85 kcal (or 355 kJ).

3.2 Nutrient Content

Follow-up formula shall contain the following nutrients at minimum and maximum levels
indicated
below:

3.2.1 Protein

3.2.1.1 Not less than 3.0 g per 100 available calories (or 0.7 g per 100 available kilojoules) of
protein of nutritional quality equivalent to that of casein or a greater quantity of other protein in
inverse proportion to its nutritional quality. The quality 1 of the protein shall not be less than 85%
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of that of casein. The total quantity of protein shall not be more than 5.5 g per 100 available
calories (or 1.3 g per 100 available kilojoules).

3.2.1.2 Essential amino acids may be added to follow-up formula only to improve its nutritional
value.

Essential amino acids may be added to improve protein quality, only in amounts necessary for
that purpose.

Only L forms of amino acids shall be used.

3.2.2 Fat

3.2.2.1 Not less than 3 g and not more than 6 g per 100 calories (0.7 and 1.4 g per 100 available
kilojoules).

3.2.2.2 The level of linoleic acid (in the form of a glyceride) shall not bé«%%n 300 mg per 100
calories

(or 71.7 mg per 100 available kilojoules). Q\)\ Q Q\l\

3.2.3 Carbohydrates C)\<\ e O
The product shall contain nutritionally ava@@&arboh%da& suitable f‘ogﬁe feeding of the
older

infant and the young child in su‘{h @?ﬂ'ﬁties aﬂto adjustéhﬁ)q%duct to the energy density in
accordance with the requirementsset out i cIQe 3.1

1 Protein quality shall b de@*ned pr Ws'ionally usi PER method as laid down in the section
dealing %\ (\6
with methodst lysis. \

Og’éunts per 100 available calories Amounts per 100 available

Vitamikahd Minerals

kilojoules
3.2.4 Vitamins Other Minimum Maximum Minimum
Maximum
than Vitamin E
Vitamin A 250 LlU.or75pug 7501.U.0or225ug 601.U.o0r18 g 180 1.U.or
54 ug

expressed as expressed as expressed as
expressed as

retinol retinol retinol retinol
Vitamin D 40 1.U. or 120 I.U. or 10 LU. or 30 LLU.
or

1yug 3ug 0.25 ug 0.75

[0¢)
Ascorbic Acid 8 mg N.S.1 1.9 mg N.S.1
(Vitamin C)
Thiamine
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(Vitamin Bi) 40 ug N.S.1 10 ug N.S.1
Riboflavin 60 ug N.S.1 14 ug N.S.1
(Vitamin B2)

Nicotinamide 250 ug N.S. 60 ug N.S.1
Vitamin Bs 45 ug N.S.a 11 ug N.S.a
Folic acid 4 ug N.S.a 1ug N.S.a
Pantothenic acid 300 ug N.S.a 70 ug

N.S.

Vitamin Biz 0.15 ug N.S.1 0.04 ug N.S.1

Vitamin K 4 g N.S.1 @@6

N.S.1 QO

Biotin (Vitamin H) 1.5 19 N.S.1 \)‘ 0.4 ug Q\l*

N.S.1 Q (0

3.2.5 Vitamin E 0.7 LU./g Imolewa‘g gf ‘a\ e 0(9 I.U./g linoleic
N.S. 6.

(a-tocopherol acids, bu 6 O\CJ acids, but in no

compounds) case an 9\7 \ 6 case less than

UJ/1 0
;\ Q) vallaeﬁs\galonw

3.2.6 Mlner&{s* 9\(\\

Sodmm@la) 85 mg
21 mg
Potassium (K) Q* 80 mg N.S.1
N.S.
Chloride (CI) 55 mg N.Sa
N.S.
Calcium (Ca)4 90 mg N.S.a
N.S.
Phosphorus (P)s 60 mg N.S.2
N.S.2

1N.S. = Not specified

0.151.U./100
available
kilojoules
5mg
20 mg
14 mg

22 mg

14 mg

2Formulas should contain a minimum of 15 ug Vitamin Bs per gramme of protein. See Section 3.2.1.1.

3Or per g polyunsaturated fatty acids, expressed as linoleic acid.
4 The Ca:P ratio shall be not less than 1.2 and not more than 2.0.
5 The Ca:P ratio shall be not less than 1.2 and not more than 2.0

Magnesium (Mg) 6 mg N.S.1 1.4 mg N.S.2
Iron (Fe) 1 mg 2mg 0.25mg 0.50 mg
lodine (I) 5ug N.S.2 1.2 ug N.S.2
Zinc (Zn) 0.5 mg N.S.2 0.12mg N.S.2
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3.3 Ingredients
3.3.1 Essential Ingredients

3.3.1.1 Follow-up formula shall be prepared from the milk of cows or of other animals and/or
other protein products of animal and/or plant origin which have been proved suitable for infants
from the 6th month on and for young children and from other suitable ingredients necessary to
achieve the essential composition of the product as set out in clause 3.1 and 3.2 above.

3.3.1.2 Follow-up formula based on milk shall be prepared from ingredients as-set out in clause
3.3.1.1 above except that a minimum of 3 g per 100 available Calorle 0.7 g per 100
kilojoules) of protein shall be derived from whole or skimmed mllh such or with minor
modification that does not substantially impair the vitamin or mn@ ontent of the milk and
which represents a minimum of 90% of the total protein. Q\(\

3.3.2 Optional Ingredients

3.3.2.1 In addition to the vitamins and min d@l‘sted un \&2 4to 6g‘fher nutrients may be
added when required to ensure that the is smt f a mixed feeding scheme
intended for use from the 6th month @ 6\(’?

3.3.2.2 The usefulness ofé&se nutru;{s s@@@ﬁglly shown.

3.3.2.3 When any\of th the nutrf{h(s Is added, W€ food shall contain significant amounts of these
nutrients, %
based oO’Qequirements of infa%\%m the 6th month on and young children.

< \
3.4 Purity Require &

3.4.1 General 00

All ingredients shall be clean, of good quality, safe and suitable for ingestion by infants from the
6" month on and young children. They shall conform with their normal quality requirements,
such as colour,flavour and odour.

1N.S. = Not specified

3.4.2 Vitamin Compounds and Mineral Salts

3.4.2.1 Vitamin compounds and mineral salts used in accordance with clause 3.3.1 and 3.3.2
should be selected from the Advisory Lists for Mineral Salts and Vitamin Compounds for Use in

Foods for Infants and Children approved by the Codex Alimentarius Commission (CAC/GL 10)

3.4.2.2 The amounts of sodium derived from vitamin and mineral ingredients shall be within the
limit for sodium in clause 3.2.6.

3.5 Consistency and Particle Size

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

3.6 Specific Prohibition

PS: 1688 -2008

The product and its components shall not have been treated by ionizing radiation.

4. FOOD ADDITIVES

The following additives are permitted:

4.1 Thickening Agents

4.1.1 Guar gum

4.1.2 Locust bean gum

4.1.3 Distarch phosphate

4.1.4 Acetylated distarch
phosphate  } products only

4.1.5 Phosphated distarch
phosphate }

4.1.6 Acetylated distarch

O

4.1.7 Carrageenan

N
o™

4.1.8 Pectins (‘,0

Consumption
4.2 Emulsifiers
4.2.1 Lecithin

4.2.2 Mono- and Diglycerides
4.3 pH-Adjusting Agents

4.3.1 Sodium hydrogen carbonate

4.3.2 Sodium carbonate

4.3.3 Sodium citrate

4.3.4 Potassium hydrogen
carbonate }

4.3.5 Potassium carbonate

4.3.6 Potassium citrate
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} 0.1 gsingly or in

} combination in hydrolyzed

} protein and/or amino acid-

} based liquid products only

1g
Maximum Level in 100 ml of
Product Ready-for-
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4.3.7 Sodium hydroxide } within the limits for sodium
in
4.3.8 Potassium hydroxide } Section 3.2.6

4.3.9 Calcium hydroxide
4.3.10 L (+) Lactic acid
4.3.11 L (+) Lactic acid

producing cultures
4.3.12 Citric acid

e S

4.4 Antioxidants

4.4.1 Mixed tocopherols } 3 mg singly ar in
concentrate } combina@

4.4.2 a-Tocopherol

4.4.3 L-Ascorbyl palmitate singly or in

}

}
4.4.4 L-Ascorbic acid and \)ﬁ combination, expér&d as
i tion

its Na, Ca salts } ascorbic acid (se

3.2.6) G\(\ (,O

4.5 Flavours

4.5.1 Natural Fruit Extracts 66
(97 ot

4.5.2 Vanilla extract

4.5.3 Ethyl vanillin 0\ s\ . Q 5 mg
4.5.4 Vanillin 5\ (\0\ 5mg
4.6 Carry- \@r\érinciple \Q},

Section e "Principle Re]ati(%é e Carry-Over of Food Additives into Foods" as set forth
in CodeX"Alimentarius vOu{nM, all apply.

5. CONTAMINéIGQ

5.1 Pesticide Residues

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 ingredient do not remain, or, if technically unavoidable, are
reduced to the maximum extent possible.

5.2 Other Contaminants

The product shall be free from residues of hormones and antibiotics, as determined by means of
agreed methods of analysis, and practically free from other contaminants, especially
pharmacologically active substances.

6. HYGIENE

6.1 To the extent possible in good manufacturing practice, the product shall be free from
objectionable matter.
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6.2 When tested by appropriate methods of sampling and examination, the product:

(@) shall be free from pathogenic micro-organisms;

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

(c) shall not contain any other poisonous or deleterious substances in amounts which may
represent a hazard to health.

6.3 The product shall be prepared, packed and held under sanitary conditions and should comply
with the relevant provisions of the Recommended International Code of Hygienic Practice for
Foods for Infants and Children (CAC/RCP 21).

7. PACKAGING

7.1 The product shall be packed in containers which will safeguard the &%ﬂ% and other
qualities of the food. When in liquid form, the product shall be pa k@ ermetically sealed
containers; nitrogen and carbon dioxide may be used as packir@{gdl :

7.2 The containers, including packaging materials, smg\be gde only of subg , xich are
safe and suitable for their intended uses. Where e@o ex Iin@tarius ssion has
established a standard for any such substar& as pac g matggials, that standard shall

apply. G
8. FILL OF CONTAINERS ‘ e 5\ 0\ Qgg\

In the case of productg\inQady{{@’%form, M container shall be:
(i) not Iess{{\p&% v/v for producs?&fgighing less than 150 g (5 1/2 0z.);

(ii) not l€Ss than 85% v/v fc‘pk)d s in the weight range 150-250 g (5 1/2 - 9 0z.); and

(iii) not less than Q@Q\ﬁor products weighing more than 250 g (9 oz.) of the water capacity of
the container. T@)\Nater capacity of the container is the volume of distilled water at 20°C which
the sealed container will hold when completely filled.

9. LABELLING

The following specific provisions are apply for labelling of pre-packed food:

9.1 The Name of the Food

9.1.1 The name of the food shall be "Follow-up Formula®. In addition thereto, any appropriate
designation may be used in accordance with national usage.

9.1.2 Those products which are prepared from whole or skimmed milk in accordance with
Section 3.3.1.2 and where 90% or more of the protein is derived from whole or skimmed milk as
such, or with minor modification that does not substantially impair the vitamin and mineral
content of the milk, may be labelled"Follow-up Formula based on milk".

9.1.3 All sources of protein shall be clearly shown on the label in close proximity to the name of
the food in descending order of proportion by weight.
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9.1.4 A product which contains neither milk nor any milk derivative may be labelled "contains no
milk or milk products” or an equivalent phrase.

9.2 List of Ingredients

The declaration of the list of ingredients shall be in accordance with (PS: 1485) for labelling of
Pre-packaged Foods 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 be listed in descending order of proportion.

9.3 Declaration of Nutritive Value

The declaration of nutrition information shall contain the following mformat@%the following
order:

(&) The amount of energy, expressed in Calories (kcal) argfg'ﬂk% oules (kJ) per 1 of the
food as sold as well as per specified quantity of the@ as suggested fo(& @n tion.
d @ per 100, &EX

(b) The number of grammes of protein, cargolﬁd\ge aﬂe he food as sold as

well as per specified quantity of the as sug d for ggnsurmption. In addition, the
declaration per 100 calories (or%e kiIojons isp r@

(c) The total quantity of ea‘sh V|ta @lneral a@%ly optional ingredient, as listed in
Section 3.3.2 of standard per 100 food as sold as well as per specified
quantity of t as ang ted fo mption. In addition, the declaration per 100
calories\(gr per 100 k|| s) is perMitted.

9.4 @ arking and Storaqg tructlons
In addition to &Iaratlon of date marking and storage instructions in accordance with
Pakistan S d“for the Labelling of Pre-packaged Foods, (PS: 1485) Section A. clause
9.4 and @ Ilowingprovisions apply:

9.4.1 Storage of Opened Food
Storage instructions of opened packages of a food for special dietary uses shall be
included on the label if necessary to ensure that the opened product maintains its
wholesomeness and nutritive value. A warning should be included on the label if the food
is not capable of being stored after opening or is not capable of being stored in the
container after opening.

9.5 Information for Utilization

9.5.1 Directions as to the preparation and use of the food, and its storage and keeping after the
container has been opened shall appear on the label.

9.5.2 The labelling of a Follow-up Formula shall include a statement that Follow-up Formula
shall not be introduced before the 6th month of life.
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9.5.3 Information that infants and children fed Follow-up Formula shall receive other foods in
addition to the food shall appear on the label.

9.6 Additional Requirements

The products covered by this standard are not breast-milk substitutes and shall not be
presented as such.

10. METHODS OF ANALYSIS AND SAMPLING

10.1 The relevant methods of 1ISO, CAC of and other internatior@ly recognized
standard method may be taken into account for analysis pﬁfe:; .

N Q Q\(\
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