REGULATIONS RELATING TO FOODSTUFFS FOR INFANTS, YOUNG
CHILDREN AND CHILDREN

Published under Government Notice No. R. 1130 of 8 June 1984

As amended by:
Government Notice No. R. 2542 of 15 November 1985 (with effect from: 15 May 1986)

T he Minister of HeathandW elfare, in tems of sedion 15(1) of the Foodgt uffs, Cosmetics and Disinfectants
Act, 1972 (Act 54 0f1972), has made the regulations contained in the Schedul e hereto.

SCHEDULE

Definitions

1. Inthese regulations “the Act” shall meanthe Foodsuffs Cosmeics and Disinfectants Act, 1972
(Act 54 0f1972), and any word to whichameaning has bean asaibedin the Act shall bear such
meaning and, unlessinconsistent with the context—

“canned foodstuff for infantsand young children” shall meanafoodstuf, whethe in aready-to-
eat form or in adry form requiringreconstitution with waer only, packed inahemetically seded
package and intended primarily for use during theinfant’s nomal weaning period and forthe
progressive adaptation of infants and young children to ordinary foodstuffs;

“children” shall mean persons from theageofthree yearsup to the age of 10 years;

“food additive” shall mean any substancenot normally consumed asafoodstuf;, i ntentionally
added to afoodstuff for atechnol ogical (including organol eptic) purpose, but shall not include

substances added to foodstuffs for the purpose of enhancing the nutritiona valuethereof;

“gluten free” shall meanthatthetotal nitrogen content of thegluten- containing cereds used in die
product does not exceed 0,05 g/100 g of such cerealson adry matter basis;

“hermetically sealed package” shall meanan unopened package which cannot beopened without

the breaking or damaging of such package or ofthe seal, alhesvelabel or other part thereof or
attachment thereto which forms an air-tight closureandis imperviousto liquid;

“infant” shall mean aperson under the age of 12 months;

“infant formula” shall mean afoodstuffbased onmilk of cows or other animds and/oron other
whol esom e congituents of animal origin, including fsh, or plant origin, in liquidor powdered form
intended for use, where necessary, as infant feeding i n orderto meet the normd nutritional
requirements of infants;



“processed cereal-based foodstuff” shall mean afoodstuffprepared primarily from oneor more
milled cereal productsand/or legumes (pul ses), i ncluding sesame, arachis and soybean, intendedto
supplement the diet of the infants and young children, and theterm shall include—

(a) dry cereals, that is foodstuffsbased oncereds and/orlegumes(pul ss), processedto | ow
moi sture content and so fragmented asto pemitdilutionwithwate, milk or some other
suitable liquid or, asin thecaseof preparati ons such aspasta, used ater cooking inboiling

water or other liquids;

(b) simple or composite cooked floursof caeal s tha is foodstuffs which have been cookedin
away that distinguishesthem as foll ows:

(i) Partialy cooked flours requiring a second short cooking before use;

(i) cooked flours, for immediate use, as such not requiring any furthercooking
before use; and

(iii)  dextrinised flours, the starchcontent of which has inpart beentransformed into
dextrin by heat treatment;

(c) enzyme treated floursofceeals tha isfourspreparedwithenzymes thestarch content of
which has been transformed into dextrin, maltodextrin, maltose and glucose;

(d) pasta, that isfoodstuffs prepared from milled cereal produds and suitabl efor weaning
period; and
(e) rusks and biscuits, that is cereal-basedfoodstufs producal by baking whichmay be used

either directly or, after pulveisation, withthe aldition of water ormilk or othersuiteble
liquid, and milk biscuits consisting mainly of cereals and containingmilk solids;

“serving”, in relation to afoodstuff, shall mean areasonablequantity of food suitabl e for
consumption as part of amea by infants or young children or children;

“sugar” shall mea suaose glucose(or dextrose), fructose (or levul ose), maltose, lactose, sorbitd,
mannitol and xylitol; and

“young children” shall mean persons from theageof 12monthsup totheage of threeyears.

Prohibition on the sale of certain Foodstuffs for Infants and Young Children

2. No person shal sell any infant formula—

(a) the composition of which does not comply withtheminimum and maimum level sof
vitamins, mineras inan availebleform, choline, proteinsand linol eate, per 100 availble
kilojoules, as specified in Annex A: Provided that nutrients otherthanthe vitamins and
minerals listed in Annex A may beaddedto any such formulainamountsbhasedonlevels
of such nutrientsin human milk, provided the ussful ness thereof canbe scientificdly

proved,

(b) inthe processing ofwhichwater isusedwhic contains morethan 10 mg/P ofnitraeas N
(equivalent to 45 mg/P Noj);

(c) which—

(aa) contains—
(i) pathogenic micro-organisms and/or toxins thereof;

(i) added hormones, antibiotics or other anti microbi a substances;



(iii) more of any chemical substanceregigeredin tamsof section3 (2) of
the Fertilizers Fam Feeds, Agricultural Remediesand Stodk Remedies
Act, 1947 (Act 36 0f 1947), thanthetoleranceslaiddownby the Act;

(iv) more than 0,2 mg/kg ofled intheready-to-eat form of such brmulaor
more than 0,5 mgkg oflead inthe dehydrated concentrated form of such

formul a;

(v) any food additive, except those specifiedin column Il of AnnexB,
complying with the conditions and nat exceeding thelimitslaid downin
column IIl;

(bb) isnot packedin ahermetically sealed package.

No person shal sell any canned foodstuff for i nfants and young children—

(a)

(b)

(1)

(2)

(3)

w hich—

(i) contains added nutrients, unless the usefulness thereof canbe scientificdly
proved;

(i) contains any nitritesin suchfoodsuffspreparedwithmea, except where bacon
or ham is a constituent thereof in whichcasethenitrite content shdl not exceed
20 mg/kg;

(iii)  does not comply with the requirementslaid downin regulaion2(b)and(c);

the total sodium content of whidh exceeds200mgNa'/100 g on the ready-to-eat basis:

Provided that notablesat(NaCP) shall be added to such produds havingafruit base orto
such productsintended specifica ly as introductory foodstuffs or asdessert produds.

No person shall sell any of the foll owing as productsintended for infantsand young
children:

(a) Dry cereals, simple or composite moked flours of cereal s, enzymetreated flours
of cereal s and pasta; or

(b) rusks and biscuits;

ifthesodium content exaeeds in the case of(a), 100 mg/100 g of the ready-to-eat product
and, in the case of (b) 300 mg/100 g of the product as sold.

(a) Where any product in (1) (a) and(b) of this regul ation isintended to be mixed

with water before consumption, the minimum protén content shdl benot less
than 15 per cent on a dry weight bas s and the qudity of theprotein shall be not
less than 70 per cent of that of casein.

(b) Milk biscuits shall contain not |essthan 10 percent mass/mass milk proteins.

In addition to the rawingredients mentionedin paragraphs(a), (d) and (6 of theddinition

of “ processed cereal-based foodstuff” in regulation 1, thefollowing ingredientsonly,
where appropriate, may be added to dry cereal s, pasta, rusks and biscuits:

(a) Protein concentraes and other high-prateiningredients suitabl efor consumption
by infants and young children: Providedthat essential anino acids shall be added
only in such amounts as may be necessary for thepumposeofimprovingthe
protein quality and that only natura L-formsofamino aidsshall be used;

(b) sat (sodium chloride);

(c) milk and milk products;



(d) eggs;
(e) meat;
(f) fats and oils;

(9) fruitsand vegetables;

(h) sugars (nutritive carbohydrate sweeteners);

(i) malt;

(1) honey;

(k) cocoa(only in products to be consumed after nine monthsofageand at a

maximum level of 5 % m/m on adry basis);
(1 potatoes; and

(m) starches, including enzym e-m odifi e starches and starchestreated by physicd
means.

Labelling requirements

5. T he requirements specified inparagraphs (1), (2) and (3) ofthis regul &ion are supplementary to the
other labelling requirementslaid down by the Act.

(1) T he label of any infant formula shall bear the following information:
(a) T he heading “Nutrition Information”, refl ecting—
(i) an indication of the mass or volum e ofaserving of the ready-to-eat

product, if not given el sewhere on the label;

(i) the energy content, tothenearest kil ojule, of100mP ofthe ready-to-eat
product:

(iii)  the amount of choling andtheamount of each of the vitamins, mineral s
and other nutrients, réerred toin regulation 3and Annex A, presentin
100mP oftheready-to-eat product;

(iv) what percentage of the RDA specifed in Annex C each of the

undermentioned nutri ents represents, ifpresent in 100mP ofthe ready-
to-eat productinamountsof morethan2 percent, listed inthefollowing

order:
Vitamin A; Phosphorus;
Vitamin D; Magnesium;
Vitamin E; Potassium;
Vitamin K1; Sodium;
Vitamin C; Chloride;
Vitamin B1; Iron;
Vitamin B2; Copper;
Nicotine acid; lodineg;
Biotin; Manganese;
Folicacid; Zinc;

Pantothenic acid; Fluoride;



(2)

(b)
(c)

(d)

(e)

()

(9)
(h)

Vitamin B6; Chromium;
Vitamin B12; Selenium;
Cacium; Molybdenum;
(v) the amounts in grams ofthe proteins, carbohydraes and fas present in

100 g of the ready-to-eat product: Providedtha thetypeof sugar shall
bementioned separately inthelist of ingredients.

the sources ofthe proteins mentioned inthelist ofingredients.
Directions for—

(i) preparation and use, includingtheapplication ofsterilised equipment;
(i) the storage and keeping beforeand dterthepackage has been opendad.

Anindication on the main panel, in both oficia languages andin letersat | east
4,0 mm in height, that breast feeding should bethefirst choice.

Ifthe formul a contains ndthermilk norany milk product, the words “ Free from
milk and milk products”.

Ifthe formul a contai ns morethan 0,25mg Iron (Fe) per 100 avail abl e kil ojules,
the words “ infant formula with Iron”.

Iftheforrnulacontains gluten, an indication of the presence thereof.

Ifthe formulacontains the maxi mum concentration of NaC1 asspedfiedin
Annex A, thefollowing ontheman panel in both offcial languagesin letters at
least 2,0 mm in height: “Warning: Do nat add sal /W aar skuwing: Moeni e sout
byvoeg nie.”.

T he label of any cannedfoodstufffor infantsandyoung children shall refl ect the following
information:

(@)

(b)

(c)

(d)

Inthecase of any nutrient added in accordance withregulation 3(a) (i)—
(i) the heading “Nutrition Information”;
(i) an indication of the mass or volumes of a serving;

(iii)  the amounts of added nutrients present i n aserving when packed:
Provided that—

(a) the total protein,carbohydrate and fa values shall beindicaed
ingrams; and

(b) each typeof added sugar sha |l be named separatel y;

(iv) an indication of what percentageofthe RDA speciied inAnnex C each
ofthe added nutrients represents when packed.

Directions for—
(i) preparation and use; and
(i) storage and keeping before and after the packagehas beenopened.

In the case of canned beetroaot and spinach intended as foodstuffs for i nfants, the
following instruction in bothoffidal languagesin Idtersnot lessthan 2mmin
height: “ Do not use before the ageof 12 wesks/Moeni e voor die ouderdom van
12 weke gebruik nie.”.

Ifthe foodstuff contains the maxi mum concentrationNaC1 asspecifiedin
regulation (3)(b), thefollowing onthemain panel inboth official languagesin
letters not lessthan 2,0mmin height: “Warning: Do nat add salt/ Waar skuwing:
Moenie sout byvoeg nie.”.



(e)

If such foodstuffs contains no gluten, thewords “gluten free”, d early staed on
the | abel .

(3) T he label of any processed ceea-based foodstuff intended for i nfants and young children
shall bear thefollowinginformation:

(@)

(b)

(c)

(d)

(e)

()

Inthecase of added nutrients the usefulness of which canbe siertificdly
proved—

(i) the heading “Nutrition Information”;

(i) an indication of the mass or volume of aserving;

(iii)  the amounts present in aserving when packed: Provided tha—
(a) the total protein and fa vaues shall beindicated in grams; and

(b) each type of sugar shall benamed sparately and not & part of
any carbohydratevalues;

(iv) an indication of what percentage ofthe RDA spedfiedin Annex C each
ofthe added nutrients represents.

Directions for—
(i) the preparation and use of the foodstuff; and
(i) the storage and keeping beforeand after thepackagehas been opened.

If such foodstuff contai ns morethan 15 per cent protan, adirectionstating that
water, milk or formula may be used for dilution or mixing.

Ifthe foodstuff concerned containslessthan 15per cent protein and thequality

thereof islessthan 70 per cent of that of casein, adirection containingthe
following statement or words ofasimilar meaning: “ Milk oraformula butno
water, shal be used for dilution ormixing in acoordancewithmedical avice'.

If such foodstuff contans no gluten, thewords “ glutenfre€’ clearly visibleonthe
| abel .

If the foodstuff concemed antans the maximum amount of NaC1, the following
on the main panel in both official languagesin Idtersnotlessthan2,0 mm in
height: “Warning: Do not add salt/Waarskuwing: Moenie sout byvoegnie.”.

T he provisions of regulations 2(b), 2(c) and 5(3)(e) apply aso toany bodsuff purporting or
represented to be intended for consumption by children.



ANNEX A

Nutrient

Amounts per 100 available kilojoules

M inimum

M aximum

Vitamins

ViaminE (atocopherol compoundg

Asoorbicacid(Vitamin Q...........
Thiamire (VieminBy)...............
Riboflavin (VitaminBy) .............
Nicotinamide...............c...oee.
VieminBe®........oooiii
Folicacid.........c.cooviviiinins
Partothenicadd .....................
VitaminB;,(Cyanocobalamin)........
*VitaminKe ...
Bidin (VitaminH)...................
Minerals

Sodium (N@). .. covveeveeeiiee e
Potassium (K)....o.ooeveieiennenne.
Chloride(Cl)......cvvvvieiiee
Calcium (Ca® ...
Phasphaus (P @.......oooeeeen.
Magnesum (Mg).........oovvennennn.
IoN(FE) oo
lodne () ..ccoovviiii

*CpPer (CU) e
*ZINK(ZN). oo

* Only inthe chelated form.

60 | .E.or 18ug expresed asreti{ 1201.E.of 37ug expresed as

101E. e
0.7 |.E./gliroleicacidbutinno
ca® lessthan0,15 I.E. /100 avai-
lade kilgoules.............

....... retinol
...... 19. |.E.

....... Not specified
...... Not specified
...... Not specified
...... Not specified
...... Not specified
...... Not specified
...... Not specified
...... Not specified
....... Not specified
...... Not specified
...... Not specified

...... 12mg

...... 50 mg

...... 35mg

...... Not specified
...... Not specified
...... Not specified
....... Not specified
...... Not specified
...... Not specified
....... Not specified
...... Not specified
...... Not specified
...... 0,9 g

...... 1,59

...... Not specified

) o per gram of polyunsaturated fatty acids, expressed aslinoleic acid.

(2) Formulae with a higher proteincontent than 0,43 g protein/L00 K shall contain aminimum o 15ug VitaminBs per gram of

( protein.

(4)

®) The CaP ratio shall not be lessthan 1,2:1 and not more than 2,0:1.
(i) The nutritional quality shallbe equivalent tothat of casdn or a greater quantity of other protein in proportion  its

biological value. The quality of the protein shall be not less than 85 per cent of that of casein.

(ii) 1solatedamiro acids shdl beaddedto aninfart formulafor the sole purpose of improvingits nuritional vdue fa infants.

E ssentid amino adds may beadded for the purpose of improving the praein quality. Providedthat they shall be only in amourts
necessary for such purpose and that only natural L-forms of amino acids shall be used.

5) The product shall contain linoleic acid inthe form of glycerides.

ANNEX B
| I 11
Conditionsand maxinum level
Foodstuff Food additive in 100 mp ofthe ready-to-eat
product
Infant formula Antioxidants
L-Ascorbyl palmitate. ............. 1m
Tocopherols, corcentrate. . . ... ... .. 9

pH-adjusting agents

Poassumcarborate..................
Potassumcitrate...................
Potassium hy dogencarborate. . . ..

K not to exceed 145 mg




Canned foodstuf fsfa
infants, y oung children
and children

Sodium carbaste..................
Sodiumdtrate...............eennnns
Sodium hy drogen carborete. . . .. ...

Citricadd .......ooeeviiieenn.
L (+) Lacticacid..........c.e.. ...

L ( + ) Lactic acid producingcultues
Emulsifiers
Ledthin..........coooiiiiii
Mono- ard diglycerics............

Thickeners

Digarchphosthate.................

Didarchphosphate,acetylated. . . ..
Digarch phosphate phosphated. . ..
Hydroxypropyl sarch..............

Calcium hydraxide. ................
Polassum hy droxick...............
Sodium lydroxice..................

pH-adjustingagerts................

Na notto exceed 35 mg

Good manufacturingpracice

0,59
0,49

0,03 g inregilar milk- ard soy-
based liquid infant formuae only,,
0,1ginhydrdy sedproten andor
amino acid-bawd liquid irfant
formulae only

0,5 g sngly or in comhination in
soy -base infant formuae aly

2,5 g sngly or in comhinationin
hydrolysed proteinandor amino
acid-based liquid irfant formuae
only

100 mg

Good manufacturingpractice

Providedthat the limitsfa Naard
K spedfied in Anrex A shall not
be exceeded

Corditiors andmaximum levdsin
100 g of the ready -to-eat product

5




Aceticadd ........coooiiiiiii

Calciumcarbaste .........c..ceeeeenn.
Potassum hy dogencarborate. ... .......

L (+)Ladicadd..........c.eeueennnne

Sodium carbaate..........o.oeeeeenn
Sodium hy drogen carborete. . . ... ... ..

CiricaddandNaslt...................

Antioxidant

L-Ascorbic acidand is Na and K salts.

L-ascorbylpalmitate........covenenet
Alpha-Toocopherol.........coovvveinenne
Tecopheol cancentrate, mixed . ........

Emulsifiers

Ledthin.........cooiiiiiiiii
Mao- ard diglycerics.................

Flavourants

Ethylvanillin.............cooeven. o,
Naural and reture icentical flavourants

Vaiillin.......oooviiiiii
Vanilliaextradt..........c.coevinnn. ..

Thickeners

Digarchadipete, acetylaid. .. ..........
Didarchglyoaol ...
Digarchgly ceral, ecety lated. ... ..........

L-Ascorbyl palmitate...................
Alpha-Tocopherol.........coovvennne
Tocopherds, cacentiate, mixed.......

500 mg

Good manufacturingpracice

200 mg

The total sodium content of the
product not to exceed200mg

500mg, the sadium content na to
exceed 200 mg

500 mgkg, expresed asascorbic
acid, the totd sodium cantentnot
to exceed 200 mg

200 mg/kg fat
300 mg/kg fat, singly orin
combination

500 mg
1 500 mg/100 g fat

7 mg

Good manufacturing prectice,aly
in canned foodsuffsfor yaung
children and children

7 mg
Good manufacturingpractice

200 mg/kg fat
300 mg/kg fat, singly orin
combination

Emulsifiers

Ledthin.........oooovviiiiiie
Mano- ard diglycerices.................

Enzymes
Mdt carbohy dates. ............ooeet ..
Flavourants

Ethyl venillin.................oooee .
Natural and reture icentical flavourants

Vaiillin.......oooviiiiii
Vanilla-extact .. ....ooveiiiiieeans...

1 500 mg

Good manuf acturingpractice

7 mg on a ready -to-eatbass
Good manufecturing prectice,aly
in cereal-based foodstufsfar
young children and childen

7 mg on a ready -to-eatbasis
Good manufacturingpradice
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ANNEX C
RECOMM ENDED DAILY DIETARY ALLOWANCES(RDA)
Unit Infants Children
0,0-0,5yr| 0,51,0yr| 1-3yr 46 yr 710yr
Enagy*...ccoviinnnnns kJ 480/kg 440/kg 5600 7100 10000
body mass| body mass
Praein........cc........ g 2.2/kg 2.0/kg 23 30 34
body mass| body mass
Vitamin A-activity:
(1) VitaminA.......... v 2200 2000 2000 2500 3500
(2) Retiml-equvalent.. | pg RE 420 400 400 500 700
VieminD............... v 400 400 400 400 400
Mg 10 10 10 10 10
ViaminE-acivity...... U 4.5 6 7.5 9 10.4
mg ¥YTE 3 4 5 6 7
Asoorbicacid(Vit.C)... mg 35 35 45 45 45
Bidin (Vit. H).......... ug 35 50 65 85 120
Folicacid............... Mg 30 45 100 200 300
Partothenicadd........... mg 2 3 3 4 5
Niootinicacid (Vit. By).. mg 6 8 9 11 16
Rikoflavin (Vit. B)..... mg 0.4 0.6 0.8 1.0 1.4
* Approximately 4,2 kilojoules= 1calorie
Unit I nfants Children
0,0-0,5yr| 0,5-1,0yr| 1-3yr | 4-6yr | 7-10yr
Tiamin (Vit. B)............. mg 0.3 0.5 0.7 0.9 1.2
Pyridoxine (Vit. By)......... mg 0.3 0.6 0.9 1.3 1.6
Cyanacdbalamin (Vit. By).. ug 0.5 1.5 2.0 2.5 3.0
VieminK................... ug 12 15 25 30 50
Calcium........ooieiinnns mg 360 540 800 800 800
Phosphaus.................. mg 240 360 800 800 800
lodne.......ccooevvivnnnns ug 40 50 70 90 120
1o 4 mg 10 15 15 10 10
Magnesum.................. mg 50 70 150 200 250
Copper ... mg 0.7 1.0 1.5 2.0 2.5
ZIMC i mg 3 5 10 10 10
Polassum................... mg 925 1275 1650 2325 3000
Sodium. .. mg 350 750 975 1350 1800
Chloride.........cocvvvunn.n. mg 700 1200 1500 2100 2775
Mangane®e.................. mg 0.7 1.0 1.5 2.0 3.0
Flwride...............oe.t. mg 0.5 1.0 1.5 2.5 2.5
Chromium................... mg 0.04 0.06 0.08 0.12 0.2
Selenium..........o.oooene mg 0.04 0.06 0.08 0.12 0.2
Mdybdenum................ mg 0.06 0.08 0.1 0.15 0.3




