
The field of products intended for particular nutritional uses, where there are foods for
infants and dietary products, is currently governed by Directive 2009/39/EC, which
codified Directive 89/398 / EEC. It shall be adopted in Italy under the current Legislative
Decree 27 January 1992 n. 111.

Since July 20, 2016, Directive 2009/39/EC will be repealed for regulatory simplification by
Regulation (EU requirements) 609/2013, commonly referred to by the acronym FSG
(Food for Specific Group) integrated for the Infant Formula from the Reg EU 127/2016.

The three above-mentioned categories of products, such as exclusive or partial food
sources, are intended for specific groups of the population with special nutritional needs,
such as infants and young children, subjects rendered nutritionally vulnerable to certain
disorders, diseases or medical conditions, persons with excess weight and for reducing
body weight should fully satisfy requirements for essential nutrients with a reduced
energy intake, or much reduced.
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Foods for infants are products specifically intended for infants (individuals under the age
of 12 months) and young children (subjects 1 to 3 years).

Are among these foods:
1. infant formula and follow-on formulas, covered by Directive 2006/141/EC,

implemented by decree 9 April 2009 no. 82
2. cereal-based foods and foods for infants and young children (baby food), covered by

Directive 2006/125/EC, which codified Directive 96/5/EC (implemented with the
latter existing DPR 128/1999)

Included there are also so-called "growth milks", intended for children 1 to 3 years as
supply milk component.

Decree 9 April 2009, n. 82 contains a number of provisions that are aimed, in particular, to
ensure proper marketing of infant formula, in order to ensure maximum protection to
breastfeeding.

This practice represents an unequaled way of providing ideal nutrition for healthy growth
and optimal development of the infant, with medium- and long-term benefits for the
health of the baby and the mother.

Under Article 13 of the Ministerial Decree 9 April 2009, n. 82 "conferences on nutrition in
early childhood", before they occur, should be reported to the Ministry of Health which
will assess in particular whether the objectives of the promotion of breastfeeding and
proper nutrition of infants and young children.



Food for Specific Group

The New Regulation (EU) 609/2013 proposes the definition: "a specially developed food
or formulated and intended for the dietary management of patients, including infants, to
be used under medical supervision; It is intended for use as full or partial of patients with
limited capacity, disturbed or altered to take, digest, absorb, metabolize or eliminate
ordinary food or certain nutrients contained therein or metabolites, or with other specific
nutritional needs of clinical conditions and whose dietary management can not be
performed with the modification of the normal diet. "

As for the composition, the AFMS are cataloged by Directive 99/21/EC in the following
three categories:
1. complete products from a nutritional point of view with a standard nutrient

formulation
2. complete products from a nutritional point of view with a nutrient formulation

adapted to a specific disease, disorder or medical condition
3. incomplete product from the nutritional point of view with a standard formulation or

adapted to a specific disease, disorder or medical condition, which does not
represent the only daily food source

The AFMS must comply with guidelines on foods for special medical purposes, as of
December 2015 and shall be notified for placing on the market.
Are among the AFMS dependents deliverable products of the National Health Service for
patients with congenital metabolic diseases or cystic fibrosis.
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The foods for special medical purposes are regulated (AFMS) by Directive 99/21 / EC,
implemented by Presidential Decree of 20 March 2002 n. 57.

As integration of Food for specific groups Regulation (FSG) has already been published Regulation (EU) 2016/128 on foods for special
medical purposes, which will still be applicable as from 22 February 2019, with the exception of AFMS for infants, to which will apply from
22 February 2020.
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The products presented in accordance with current legislation as total replacements of
the diet for weight reduction which provide an energy intake of between 800 and 1200
kcal, the so-called Low Calorie Diet (LCD), are governed by Directive 96/8/EC ,
implemented by Ministerial Decree of 1 June 1998, no. 519. This law also regulates the
meal replacement, whose caloric intake should be between 200 and 400 kcal.

The Food for specific groups Regulation (FSG) will include in its scope the requirements
for products such as LCD, now covered by Directive 96/8/EC, but also provisions to
regulate the products presented as a total substitute the diet with an intake energy less
than 800 kcal, that is, the Very Low Calorie Diet (VLCD), for which currently there is no
specific legislation at EU level.

The VLCD nationwide fall upon among AFMS and will continue to maintain this position
until the harmonization of the matter.

And 'being part of the EU Commission preparing the delegated act which will define the
composition of LCD and VLCD criteria, based on the opinion issued by EFSA - EFSA
Journal 2015; 13 (1): 3957.

As regards meal replacements, such products will not fall in the context of FSG
Regulation. It has in fact agreed to consider them as common foods, which will apply
Regulation (EC) 1925/2006 on the addition of vitamins and minerals. Regarding the
claims of Regulation (EU) 432/2012, the existing compositional requirements of Directive
96/8/EC will be adopted as a condition for their use.
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Nutritional needs through life 

Key stages in life 

The key stages in life include:
• pregnancy;
• infancy;
• childhood;
• adolescence;
• adulthood.

Energy and nutrient requirements change 
through life and depend on many factors, 
such as:
• age;
• sex;
• body size;
• level of activity.
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Composition
Infant formulae shall be manufactured from protein sources defined in point 2 of Annex
I, while for follow-up formula the reference is the AnnexII, and other food ingredients,
as the case may be, whose suitability for particular nutritional use by infants from birth
has been established by generally accepted scientific data

U10



Food for Specific Group

FSG

foods for infants

foods for special 
medical purposes 

total replacements 
diet for the 

reduction of body 
weight

U10

Caratteristica Vantaggi

Composizione Nutrienti in quantità e proporzioni 
adeguate

Protezione da infezioni 
batteriche

Apporto di Ig, lattoferrina,lisozima 
e cellule del sistema immunitario

Azione preventiva ↓incidenza di allergie alimentari in 
età adulta

Benessere psicologico Rapporto madre-figlio

Praticità Pronto, fresco, a temperatura 
ambiente

Aspetto economico Costo contenuto

Il latte materno primo ed insostituibile alimento per il neonato…….



Food for Specific Group

FSG

foods for infants

foods for special 
medical purposes 

total replacements 
diet for the 

reduction of body 
weight

U10

Le formulazioni per lattanti sani hanno come base il latte vaccino 
opportunamente modificate per avvicinarsi il più possibile al latte materno 

gg di lattazione1gg 5gg 10gg 15gg

colostro Latte di transizione Latte maturo

Tipo di 
latte

Colostro Latte di 
transizio

ne

Latte 
maturo

Latte 
vaccino

Proteine 
(g)

2.7 1.6 1.1 3.2

Lipidi (g) 2.0 2.8 3.2 3.7
Zuccheri 
(g)

5.0 6.5 7.0 4.8

Sodio 
(meq)

2.1 0.6 0.1 2.2

Composizione media dei diversi tipi di latte umano 
e vaccino (valori su 100g)
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LIPIDI Quantitativamente Qualitativamente

latte vaccino 
sovrapponibile con il
latte umano maturo 

•↓ ac.grassi insaturi , ↑ 
ac.grassi saturi

•Ac. Palmitico in posizioni ≠ 
dalla 2 = ↓biodisponibilità di 
Ca++ 

•Presenza di ac.butirrico → 
rigurgito

Tracce-
0.02

Esteri del 
coesterolo

0.1-0.4Ac.grassi liberi

0.16-0.38Monoglicerid

0.28-0.59Digliceridi
95-9898.998.597.6Trigliceridi

0.42-0.460.50.71.3Colesterolo
0.2-1.00.80.81.1Fosfolipidi

3.73.22.82.0Lipidi totali (%)

Latte 
vaccino

Latte 
maturo

Latte di 
transizione

ColostroTipo di latte

Tracce-
0.02

Esteri del 
coesterolo

0.1-0.4Ac.grassi liberi

0.16-0.38Monoglicerid

0.28-0.59Digliceridi
95-9898.998.597.6Trigliceridi

0.42-0.460.50.71.3Colesterolo
0.2-1.00.80.81.1Fosfolipidi

3.73.22.82.0Lipidi totali (%)

Latte 
vaccino

Latte 
maturo

Latte di 
transizione

ColostroTipo di latte

Distribuzione delle varie classi 
lipidiche nel latte materno e vaccino
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PROTEINE Quantitativamente Qualitativamente

3 del latte umano •↑ contenuto di caseine

•povero in sieroproteine → no 
azione  
• immunizzante

• b-lattoglobulina allergizzante

67332.0Asina
16844.3Capra
16844.9Pecora
20803.2Vacca
65351.1Donna

sieroproteinecaseineContenuto 
proteico 

(%)

Tipo di latte

67332.0Asina
16844.3Capra
16844.9Pecora
20803.2Vacca
65351.1Donna

sieroproteinecaseineContenuto 
proteico 

(%)

Tipo di latte
Distribuzione delle proteine in varie specie di mammifero
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CARBOIDRATI Tipo di latte Lattosio 

(%)
Oligosaccaridi

(%)
Donna 6.0 1.1
Vacca 4.8 0.1

Il lattosio: fornisce il 40% delle calorie totali

facilita l’assorbimento di Ca++ e Mg++

regola il pH nell’intestino

idrolizzato in glucosio e galattosio che partecipa alla maturazione del SNC

Oligosaccaridi: digeriti nell’intestino usati a scopo energetico

contribuiscono all’osmolarità del latte

favoriscono la crescita della flora acidofila che contrasta la patogena

contenimento dei processi fermentativi a livello intestinale
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VITAMINE E MINERALI

Il latte materno è ricco di Vit E e C (al limite del fabbisogno), ma al contrario è povero in Vit K, 
ac. folico e biotina.
Il contenuto del latte umano è il 30% del latte vaccino        ↓ carico renale
Il Ca del latte umano soddisfa il fabbisogno nutrizionale ed è > biodisponibile, così come il Fe
anche se presente in basse quantità.

Sono comunque influenzati molto dalla dieta.
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Apporto energetico: 60-75 Kcal/100ml

Proteine: ↓ contenuto proteico
rapporto sieroproteine /caseine > 1

Lipidi: ↑ ac. grassi poliinsaturi
rapporto ac grassi 
saturi/monoinsaturi/polinsaturi 45/40/15
rapporto ac linoleico/linolenico 5-15

Carboidrati: ↑ lattosio
↑ oligosaccaridi

Vitamine e minerali: ↓ contenuto di Sali
equilibrare il contenuto di Ca, Fe, P
integrare il contenuto minimo di Vit

Nucleotidi: 20%di azoto non proteico
attivi nello sviluppo 
della mucosa intestinale e del sistema immunitario

aggiunta di sieroproteine
latte vaccino (a-lattoalbumina)

aggiunta di lipidi vegetali preferenza 
oli di oliva e mais, vietati sesamo e 
cotone (allergizzanti)

aggiunta di maltodestrine derivate 
da idrolisi dell’amido

Le modifiche sul latte vaccino devono tener conto: 
dei fabbisogni nutrizionali
delle caratteristiche digestive e metaboliche del lattante



Latte Vaccino

CENTRIFUGAZIONE
Allontana i lipidi

RISCALDAMENTO 90°
per alcuni secondi

MISCELAZIONE

RISCALDAMENTO 115°C per ‘’

OMOGENEIZZAZIONE

RAFFREDDAMENTO

RISCALDAMENTO 
Sterilizzazione  UHT 140°pochi’’ e 

OMOGENEIZZAZIONE

CONFEZIONAMENTO ASETTICO

ALIMENTO PER LATTANTI LIQUIDO

RISCALDAMENTO
60° a pressione ridotta

RISCALDAMENTO
con aria a 160°C essiccamento per 

spry-dry

CONFEZIONAMENTO
In atmosfera modificata

ALIMENTO PER LATTANTI IN 
POLVERE

Aggiunta di vitamine

Aggiunta di lipidi

Aggiunta di acqua, 
sieroproteine, carboidrati e 
minerali

TRATTAMENTI FISICI PER LA PRODUZIONE DI ALIMENTI PER LATTANTI

U10



Alimento completo 
Indicato a bambini con 
allergia al latte 
vaccino

60-75 Kcal/100ml
Rispetto alle formule 1 cambia la 
quantità di glucidi, proteine e ferro 
che aumenta

65 Kcal/100ml
Porzione da 200 mL

LATTI PER LATTANTI (starting)
Alimento completo e bilanciato indicato nell'alimentazione, 
dalla nascita fino al 6° mese compiuto. 
Latte scremato; sieroproteine demineralizzate in polvere; oli 
vegetali (contenenti lecitina di soia); lattosio; sciroppo di 
galatto-oligosaccaridi (GOS); minerali; olio di pesce; colina 
bitartrato; L-tirosina; vitamine; taurina; inositolo; L-
triptofano; stabilizzante: L(+) acido lattico; nucleotidi.

60-75 Kcal/100ml



Latti ispessiti con
amido di riso, di mais
o con farina di semi di
carrube (componenti
attivi galattomannani)

Idrolisati di proteine di
latte vaccino (HA
Hypoantigenic):
le proteine sono di
dimensioni ridotte
scissione delle
sequenze epitopiche
L’idrolisi avviene
mediante enzimi
Sono idrolizzati di
sieroproteine
Parzialmente e
fortemente idrolizzate

Latti con ridotto tenore 
di lattosio a 
composizione 
ipotonica

75-80  Kcal/100ml
Energia 135 Kcal/Kg/die
equilibrare liquidi
+ sieroproteine AAess e 
cisteina
+ AA e DHA 0.35/0.4%
+MCT 
+vitamine (K)
+ Ca/ P rapporto 2, Na
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The labelling of infant formulae shall, in addition, bear the following mandatory 
particulars, preceded by the words ‘Important Notice’ or their equivalent:

(a) a statement concerning the superiority of breast feeding;
(b) a statement recommending that the product be used only on the advice of 
independent persons having qualifications in medicine, nutrition or pharmacy, or other 
professionals responsible for maternal and child care.

5. The labelling of infant formulae shall not include pictures of infants, nor shall it 
include other pictures or text which may idealise the use of the product. It may, 
however, have graphic representations for easy identification of the product and for
illustrating methods of preparation.

The use of the terms ‘humanised’, ‘maternalised’, ‘adapted’, or similar terms shall be 
prohibited

6. The labelling of infant formulae may bear nutrition and health claims only in the 
cases listed in Annex IV and in accordance with the conditions set out therein.

U10
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Weaning



Nutritional needs through life 
Childhood
Children should be encouraged to eat a
variety of foods from each of the four
main food groups:
fruit and vegetables;
bread, rice, potatoes, pasta and other
starchy foods;
milk and dairy foods;
meat, fish, eggs, beans and other non-
dairy sources of protein.

• Childhood is an important time for growth
and development.

• Children need a good supply of protein,
and other nutrients including calcium, iron
and vitamins A and D.

• Children begin to take responsibility for
their own food choices around this time. It
is therefore important to encourage them
to eat a healthy, varied diet which is rich in
fruit, vegetables and starchy foods.

• Children should be encouraged to remain a healthy weight
with respect to their height.

• A healthy family lifestyle can help to maintain a healthy
weight, such as being active together or sharing meals.
•Dental hygiene is very important. Children should pay
attention to dental hygiene and ways to prevent dental
caries.
Teeth should be brushed twice a day with a fluoride-
containing toothpaste.

• Sugar-containing foods and drinks should be limited to meal
times



Nutritional needs through life 
Adulthood

• Nutritional requirements do not change 
much between the ages of 19 to 50, 
except during pregnancy and lactation.

• A poor diet can lead to diseases such as 
obesity, cardiovascular diseases, cancer 
and diabetes.

Recommended BMI range

Underweight less than 18.5
Normal 18.5 - less than 25
Overweight 25 - less than 30
Obese 30 - 40
Very obese over 40

Healthy weight for adults
• Adults should aim for a healthy body weight for 
their height and try to keep it at that level.
• The Body Mass Index (BMI) is an indicator of
whether a person is underweight, overweight or 
a healthy weight. 
• To calculate BMI (kg/m2), divide weight (kg) by heig
(m) x height (m).

• BMI =
weight (kg)

height (m) x height (m)
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Pregnancy

A varied diet, providing adequate amounts of 
energy and nutrients, is essential both before 
a woman becomes pregnant (conception) and 
during pregnancy.

The mother’s diet can influence the health of 
the baby. Having a healthy body weight is 
important. 

Being underweight can make it more difficult 
to become pregnant and make it more likely 
for the baby to have a low birth weight, 
leading to a greater risk of ill health. 

Did you know?
Being overweight increases the risk of 
complications, such as high blood pressure 
and diabetes during pregnancy.

During pregnancy, some extra nutrients are
needed (mainly in the last three months) to:
• help the development of the uterus, placenta

and other tissues;
• meet the needs of the growing foetus;
• lay down stores of nutrients and energy (as

fat) for the growth of the foetus and in the
mother for lactation.

Folic acid (B9) is the synthetic form of the B
vitamin, folate. It is needed for rapid cell division
and growth in the foetus that takes place during
pregnancy
DHA (omega-3) important for child psychomotor
development
Fe for blood emodilution

Food to avoid during pregnancy
Unpasteurised milk/cheese, undercooked meat,
eggs, fish.
Stop drinking alcohol
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DIETA IN GRAVIDANZA ED ALLATTAMENTO- i nutrienti necessari per assicurare il fabbisogno di sicurezza

INDICAZIONI DIETETICHE
DIETA VARIATA IN QUALITÀ 

ALCOL E FUMO SAREBBERO FORTEMENTE SCONSIGLIATI……

formazione e sviluppo nuovi tessuti
costituzione di riserve energetiche per allattamento
assicurare i giusti nutrienti essenziali per il bambino
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Breastfeeding / lactation
• The process of producing breast milk and

delivering it to the baby is called lactation.
• The extra EAR for energy during lactation

is 1400kJ per day in the first six months.
• There are also increased demand for

nutrients, such as calcium, phosphorous,
vitamins A and C.

Breast milk
• On average, 100g of breast milk provide

289kJ energy
1.3g protein
4.1g fat
7.2g carbohydrate
34mg calcium

• Breast milk provides special proteins,
antibodies and white blood cells, which
help to protect the baby against infection.

• It also provides growth factors and
hormones, important for the healthy
growth and development of the baby.

Bottle feeding
• Infant formula (also known as ‘baby milk’)

does not provide any of the factors that help
prevent infections.

• It is important to note that once a mother
has started to bottle feed her baby, it is
difficult to change to breast feeding.

Weaning
• After 4 to 6 months of age, milk no longer

fulfils all the baby’s needs for energy and
nutrients.

• Solids must be semi-fluid and soft, since the
baby has no teeth and cannot chew.

• Supplements of vitamins A, C and D in the
form of drops are recommended for
children aged from 6 months to 5 years. This
is particularly important if they do not eat a
varied diet. For some, these are available
free via the Healthy Start scheme.

• Cows’ milk is not suitable as a drink before
12 months of age because it is low in iron,
but can be used in small amounts in cooking
from 6 months.
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Older adults
•Requirements for energy gradually
decrease after the age of 50 as activity
level falls.
•Older adults is the term usually referring
to people over the age of 65.

Older people may eat less for different
reasons, for example:

• difficulty in chewing and swallowing;
• dental problems;
• changes in sense of smell and taste;
• difficulty in shopping, preparing and 

cooking food;
• living alone;
• financial problems;
• illness.

• After menopause (when menstruation
stops), women lose bone strength at an
increased rate. Having a great peak bone
mass (PBM) in early adulthood helps adults
to start from a higher point from which
bones will be lost during the ageing
process.

• Older adults should have plenty of calcium
intake from the diet, but also remain active
and have adequate vitamin D from foods, or
through the action of sunlight on the skin.
Adults over 65 years who are housebound
should take a daily supplement of vitamin D
as skin synthesis of this vitamin requires
sunshine.
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The greatest frequency of chronic diseases,
of periods of repeated hospitalization, of
residency health care, the greatest hiring of
drugs with the consequent anorectic
effects, the minor physical activity and
composition changes body make seniors a
band of population at high risk of
malnutrition



Nutritional needs through life 
The causes of malnutrition by default in the elderly are multiple, and can be schematically
summarized in psychological, social, medical and hormonal causes.
A Protein-calorie malnutrition is an important factor of risk of morbidity and mortality in any
environment clinical care and frequently causes disorders immune, of increased drug toxicity
and of greater frequency of falls and fractures. Moreover, in geriatric hospital medicine, the
presence of malnutrition in a subject increases the average times of hospitalization: from the 18
days of the elderly normonutrito subject, 48 days of the elderly malnourished subject with,
therefore, a significant increase in healthcare costs.

The interventions nutritional require a specific, customized path, which can be implemented through different levels
which depend on clinical and nutritional conditions of the subject. If normal foods are not sufficient to ensure an
adequate nutritional intake, a cause of poor appetite, poor cooperation on the part of the patient or due to
increased related needs to the pathology, it is necessary to resort to supplementation nutritional (supplements or
foods for medical purposes special, AFMS) with specific products for os, which they supply a wide range of dietetic
possibilities. IS It is essential that the prescription be carried out by a nutritionist doctor who defines the type and
quantity of adequate supplement or AFMS, based on the needs calories and in macro and micronutrients and on the
basis of the patient's pathologies. Appreciable results yes they only get after a treatment period of at least a month
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