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El pasado 27 de octubre, AESAN publicó una nota informativa titulada “Probióticos en los alimentos”1 dondre tras 
recordar que en el ámbito de la legislación de seguridad alimentaria de la Unión Europea no existe una definición de 
probiótico, admite que el término “probiótico” se utiliza de forma general y pueden formar parte de la composición de 
distintos tipos de alimentos, entre los que se incluyen los yogures, el kéfir y otros productos alimenticios consumidos de 
forma habitual como parte de la dieta. De otro lado, afirma que el uso de probióticos en alimentación está sujeto a los 
requisitos generales establecidos en el Reglamento (CE) Nº 178/20022. 

Continúa la nota diciendo que el Reglamento (CE) Nº 1924/20063 establece que, en el etiquetado, presentación o 
publicidad de un alimento solamente están permitidas las declaraciones nutricionales y de propiedades saludables que 
se encuentren autorizadas de acuerdo con los procedimientos del Reglamento y siempre que cumplan con las 
condiciones de uso establecidas para cada una de ellas y que el panel NDA de EFSA evaluó las solicitudes de 
microorganismos presentadas bajo el artículo 13 sobre las declaraciones de propiedades saludables distintas de las 
relativas a la reducción del riesgo de enfermedad y al desarrollo y salud de los niños y publicó los correspondientes 
dictámenes, todos ellos desfavorables, excepto la relativa a los microorganismos vivos Lactobacillus delbrueckii subsp. 
bulgaricus y Streptococcus thermophilus del yogur o la leche fermentada que contengan un mínimo de 108 unidades 
formadoras de colonias por gramo, de manera que, para estos dos tipos de microorganismos, se puede hacer la 
siguiente declaración: “los cultivos vivos del yogur o de la leche fermentada mejoran la digestión de la lactosa del 
producto en las personas con problemas para digerir la lactosa”4. 

Finalmente, AESAN reconoce que aunque la Guía5 de la Comisión sobre la aplicación del Reglamento (CE) Nº 1924/2006 
estableció que “probiótico” es una declaración de salud esta no tiene validez jurídica y esto ha llevado a  diferentes 

 
1 https://www.aesan.gob.es/AECOSAN/docs/documentos/seguridad_alimentaria/gestion_riesgos/Probioticos_alimentos.pdf  

2 Reglamento (CE) Nº 178/2002 del Parlamento Europeo y del Consejo, de 28 de enero de 2002, por el que se establecen los principios 
y los requisitos generales de la legislación alimentaria, se crea la Autoridad Europea de Seguridad Alimentaria y se fijan procedimientos 
relativos a la seguridad alimentaria. 

3 Reglamento (CE) Nº 1924/2006 del Parlamento Europeo y del Consejo, de 20 de diciembre de 2006 , relativo a las declaraciones 
nutricionales y de propiedades saludables en los alimentos. 

4 EFSA  Panel  on  Dietetic  Products,  Nutrition  and  Allergies  (NDA);  Scientific  Opinion  on  the substantiation of health claims related 
to live yoghurt cultures and improved lactose digestion (ID 1143, 2976) pursuant to Article  13(1)  of  Regulation  (EC)  No  1924/2006.  
EFSA  Journal  2010;8(10):1763.  [18 pp.].   

5 Guidance on the implementation of Regulation N° 1924/2006 on nutrition and health claims made on foods. Conclusions of the standing 
committee on the food chain and animal health. 14 December 2007. 
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interpretaciones por parte de los Estados Miembros en lo que se refiere al uso de este término, lo que, a su vez, implica 
una situación no armonizada en el mercado de la Unión Europea. 

En consecuencia, la AESAN, teniendo en cuenta lo citado anteriormente, y hasta tanto no haya un criterio uniforme, por 
parte de los Estados Miembros de la Unión Europea, considera que podría aceptarse que figure el término 
“probiótico/s” en la etiqueta de los productos alimenticios, tanto de fabricación nacional como de otros países de la 
Unión Europea. En todos los casos, estos productos deben cumplir con el requisito de seguridad. No obstante, conviene 
señalar que el empleo de este término no puede ir acompañado de ninguna declaración de propiedades saludables, 
salvo que se autorice expresamente bajo el Reglamento de la Unión Europea. 

Debemos recordar que de acuerdo con los considerandos 10, 11 y 13 del Reglamento (UE) Nº 432/20126, dado que la 
Comisión ha constatado que la Autoridad no ha concluido aún la evaluación científica de una serie de declaraciones 
sometidas a evaluación y/o que existe una serie de declaraciones de propiedades saludables respecto a las cuales la 
Comisión, o bien demanda una evaluación más exhaustiva antes de poder considerar su incorporación a la lista de 
declaraciones autorizadas o no puede decidir aún sobre su inclusión en la lista, aunque ya hayan sido evaluadas, debido 
a otros factores lícitos se establece que las declaraciones cuya evaluación por parte de la Autoridad o cuyo examen 
por parte de la Comisión no haya finalizado todavía se publican en el sitio web de la Comisión7 y pueden seguir 
utilizándose.  

Así pués podríamos utilizar las declaraciones de aquellos microorganismos que, aunque hayan sido evaluados por 
EFSA incluso emitiendo una opinión negativa, la Comisión aún no haya publicado un Reglamento específico no 
autorizando las declaraciones y/o no se haya finalizado el periodo transitorio. 

Así pues, estas son las declaraciones de salud que podríamos utilizar en el caso de que nuestro producto congenga las 
cepas de Lactobacillus señaladas en la tabla siguiente. 

Claim 
type  

Nutrient, substance, food or 
food category  Claim  

Conditions 
of use of 

the claim / 
Restriction
s of use / 
Reasons 
for non-

authorisati
on  

Health 
relationship  

EFSA 
opinion 

reference / 
Journal 

reference  

Commiss
ion 

Regulatio
n  

Status  
Ent
ry 
ID  

Art.13(
1) 

16. Lactobacillus 
rhamnosus LGG® 

-helps improve oral health -
helps maintain a healthy oral 

flora -helps maintain oral health 
-helps improve dental health 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 

maintenance 
of tooth 

mineralisatio
n 

2011;9(6):22
33   

Non-
authoris

ed 

301
8 

 
6 Reglamento (UE) N° 432/2012 de la Comisión, de 16 de mayo de 2012 , por el que se establece una lista de declaraciones autorizadas 
de propiedades saludables de los alimentos distintas de las relativas a la reducción del riesgo de enfermedad y al desarrollo y la salud de 
los niños. 

7 https://ec.europa.eu/food/safety/labelling_nutrition/claims/register/public/?event=register.home  
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this food 
has not 

been 
substantiat

ed. 

Art.13(
1) 

Lactobacillus casei 101/37 (LMG 
P-17504) 

*Help to strenghten immune 
system * help to strenghten the 

body's natural defenses * 
favours a barrier effect before 

potentially pathogenic 
microorganisms * balances the 

intestinal microflora * 
contribute to maintain the 

intestinal natural flora. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

303
4 

Art.13(
1) 

Lactobacillus casei I-3429 

- probiotic -helps balance the 
intestinal flora; -helps maintain 
digestive health; -contributes to 

the gut health by increasing 
number of beneficial bacteria in 

the gut. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 2009;7(9):12
47 

  
Non-

authoris
ed 

889 
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Art.13(
1) Lactobacillus casei I-3429 

- probiotic -helps body's natural 
defences; '-helps to strenghten 
the natural defenses; '-helps to 
stimulate the immune system 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

891 

Art.13(
1) 

Lactobacillus casei Lafti L26 (CBS 
116.412) 

- probiotic -enhance levels of 
beneficial microflora; -balance 

your intestinal microflora; -
beneficially affect the intestinal 

flora; -supports a balanced 
beneficial gastro-intestinal 

micro flora. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
888 
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Art.13(
1) 

Lactobacillus 
delbrueckii subsp. bulgaricus AY

/CSL (LMG-P 17224) 
and Streptococcus 

thermophilus 9Y/CSL (LMG-P 
17225) 

* Aumenta la normale risposta 
immunitaria * contribuisce 

all'aumento delle difese 
immunitarie * contribuisce 

all'aumento delle difese 
naturali * aiuta ad accresce le 

difese dell'organismo 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

295
4 

Art.13(
1) 

Lactobacillus 
delbrueckii subsp. bulgaricus AY

/CSL (LMG-P 17224) 
and Streptococcus 

thermophilus 9Y/CSL (LMG-P 
17225) 

* beneficially affects the 
intestinal microflora * balances 

the intestinal microflora * 
enhances levels of beneficial 

microflora * improves intestinal 
microflora in elderly 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 

295
3 
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Art.13(
1) 

Lactobacillus 
delbrueckii subsp. bulgaricus AY

/CSL (LMG-P 17224) 
and Streptococcus 

thermophilus 9Y/CSL (LMG-P 
17225) 

* specific bacteria improve 
lactose digestion *specific 

bacteria in yogurt helps the 
lactose digestion in people with 

lactose malabsorption. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

295
5 

Art.13(
1) 

Lactobacillus helveticus I-1722 

- probiotic '- Helps balance the 
intestinal flora - Helps maintain 
digestive health '-improves your 

feeling of intestinal comfort; - 
Maintains the balance of 

healthy microflora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
886 
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Art.13(
1) Lactobacillus helveticus I-1722 

- probiotic -helps body's natural 
defences; '-helps to strenghten 
the natural defenses; '-helps to 
stimulate the immune system 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

887 

Art.13(
1) 

Lactobacillus helveticusTHT 
031101 

* Helps to strengthen natural 
defences * Stimulates immune 

system * Strengthens 
resistance of organism 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
988 
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Art.13(
1) 

Lactobacillus helveticusTHT 
031101 

* Maintains/restores the 
balance of intestinal flora * 

Promotes intestinal comfort * 
Strengthens resistance of 

organism * Improves digestive 
health 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

987 

Art.13(
1) 

Lactobacillus paracasei 8700:2 
(DSM 13434, 240HI) 

Supports your natural / body 
defence Supports a healthy 

intestinal flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

decreasing 
potentially 
pathogenic 
intestinal 

microorganis
ms 

2009;7(9):12
40   

Non-
authoris

ed 

107
4 

Art.13(
1) 

Lactobacillus paracasei B21060* 

Favorisce il riequilibrio 
dell’ecosistema intestinale 

Clarification provided - 
contributes to the rebalancing 

of intestinal microflora; - 
reduces gastro-intestinal 

discomfort in Irritable Bowel 
Syndrome; - reduces gastro-

intestinal discomfort in 
functional disorders of the gut; 

- reduces gastro-intestinal 
symptoms in Irritable Bowel 
Syndrome, especially in IBS-

predominant diarrhea; - 
reduces gastro-intestinal 
symptoms in functional 

disorders of the gut, especially 
in IBS-predominant diarrhea. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

Decreasing 
potentially 
pathogenic 

gastro-
intestinal 

microorganis
ms 

2010;8(10):1
804 

  
Non-

authoris
ed 

295
9 
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Art.13(
1) 

Lactobacillus paracasei B21060* 

Favorisce il riequilibrio 
dell’ecosistema intestinale 

Clarification provided - 
contributes to the rebalancing 

of intestinal microflora; - 
reduces gastro-intestinal 

discomfort in Irritable Bowel 
Syndrome; - reduces gastro-

intestinal discomfort in 
functional disorders of the gut; 

- reduces gastro-intestinal 
symptoms in Irritable Bowel 
Syndrome, especially in IBS-

predominant diarrhea; - 
reduces gastro-intestinal 
symptoms in functional 

disorders of the gut, especially 
in IBS-predominant diarrhea. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

maintenance 
of a normal 
intestinal 

transit time 

2010;8(10):1
804 

  
Non-

authoris
ed 

295
9 

Art.13(
1) Lactobacillus paracasei B21060* 

Favorisce il riequilibrio 
dell’ecosistema intestinale 

Clarification provided - 
contributes to the rebalancing 

of intestinal microflora; - 
reduces gastro-intestinal 

discomfort in Irritable Bowel 
Syndrome; - reduces gastro-

intestinal discomfort in 
functional disorders of the gut; 

- reduces gastro-intestinal 
symptoms in Irritable Bowel 
Syndrome, especially in IBS-

predominant diarrhea; - 
reduces gastro-intestinal 
symptoms in functional 

disorders of the gut, especially 
in IBS-predominant diarrhea. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

reducing 
gastro-

intestinal 
discomfort 

2010;8(10):1
804   

Non-
authoris

ed 

295
9 

Art.13(
1) 

Lactobacillus paracasei LMG P-
22043 

One of the methods to preserve 
vegetable is to use lactic acid 
bacteria. Scientific evidences 

demonstrate that the product 
(artichoke) contains 

Lactobacillus paracasei LMG P-
22043, which is able to reach 

the intestine alive and in viable 
form. The consumption of 100 

grams portion of product 
(approx 2 pieces) for not less 

than following 10 days supports 
to ensure the presence in the 
gut of Lactobacillus paracasei 
LMG P- 22043. Two artichokes 

carry at least 1 billion of 
Lactobacillus paracasei LMG P- 
22043 live cells. Artichokes are 

a natural source of fibers, 
including inuline and FOS, 

prebiotic substances able to 
improve the intestinal 

microflora composition”. If the 
strain is ingested as an 

ingredient for artichokes or 
other preserved vegetables: - 

Beneficially affects the 
intestinal flora; - Supports a 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

Reduction of 
gastro-

intestinal 
discomfort 

2011;9(4):20
27 

  
Non-

authoris
ed 

296
4 
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healthy intestinal flora; - 
Modulates bowel activity. 

Art.13(
1) 

Lactobacillus paracasei LMG P-
22043 

One of the methods to preserve 
vegetable is to use lactic acid 
bacteria. Scientific evidences 

demonstrate that the product 
(artichoke) contains 

Lactobacillus paracasei LMG P-
22043, which is able to reach 

the intestine alive and in viable 
form. The consumption of 100 

grams portion of product 
(approx 2 pieces) for not less 

than following 10 days supports 
to ensure the presence in the 
gut of Lactobacillus paracasei 
LMG P- 22043. Two artichokes 

carry at least 1 billion of 
Lactobacillus paracasei LMG P- 
22043 live cells. Artichokes are 

a natural source of fibers, 
including inuline and FOS, 

prebiotic substances able to 
improve the intestinal 

microflora composition”. If the 
strain is ingested as an 

ingredient for artichokes or 
other preserved vegetables: - 

Beneficially affects the 
intestinal flora; - Supports a 

healthy intestinal flora; - 
Modulates bowel activity. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

decreasing 
potentially 
pathogenic 

gastro-
intestinal 

microorganis
ms 

2011;9(4):20
27 

  
Non-

authoris
ed 

296
4 

Art.13(
1) 

Lactobacillus paracasei Lpc-37 
(ATCC SD5275) 

- probiotic - helps body's 
natural defences; '- helps to 

strenghten the natural 
defenses; 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

300
7 
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ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus paracasei NCC 
2461 (ST11) (Pasteur culture 

collection CNCM I-2116) 

- probiotic -ST11 helps to 
reinforce skin barrier function; -

ST11 helps to reduce the 
reactivity of skin; -ST11 helps to 
reduce the sensitivity of skin; -

ST11 helps to preserve skin 
health. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
899 

Art.13(
1) 

Lactobacillus paracasei NCC 
2461 (ST11) (Pasteur culture 

collection CNCM I-2116) 

- probiotic -balances your 
intestinal flora; -supports 

digestive system; -improves 
digestive comfort; -reduces/ 

relieves bloating. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

not validated 2009;7(9):12
47 

  
Non-

authoris
ed 

895 
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be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus paracasei NCC 
2461 (ST11) (Pasteur culture 

collection CNCM I-2116) 

- probiotic -increases your 
natural defences; -actively 

supports your immune system; 
-strengthens your immune 

defences; 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
897 

Art.13(
1) 

Lactobacillus paracasei ssp. 
paracasei CRL-431 

'- probiotic -strenghten/ 
support your body's natural 
defence; -strengthens and 

protects from inside -supports 
the balance of the intestinal 
flora thereby supporting the 

body's defence system 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

not validated 2009;7(9):12
47 

  
Non-

authoris
ed 

898 
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be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus paracasei ssp. 
paracasei CRL-431 (=L. casei 

431) and Lactobacillus 
acidophilus LA-5 

Helps balance the intestinal 
microflora Healthy bowel 

function Helps improve bowel 
function Normalises bowel 
movements/function Helps 

relieve gastro-intestinal 
discomfort 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
921 

Art.13(
1) 

Lactobacillus paracasei ssp. 
paracasei CRL-431 (=L. casei 

431)and Lactobacillus 
acidophilus 

Strengthens/supports your 
body's natural defence 

Strengthens/supports the 
immune system Strengthens 

and protects from inside 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

not validated 2009;7(9):12
47 

  
Non-

authoris
ed 

922 



 
 
 
 
 

 
 

14 

 

be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus paracasei subsp. 
paracasei LPC 00 (LMG P-21380) 

- produces riboflavin;- 
promotes the wellbeing of the 

intestine;- supports the 
maintenance of intestinal 

homeostasis. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

304
2 

Art.13(
1) 

Lactobacillus paracasei subsp. 
paracasei LPC 00(LMG P-

21380)+ Lactobacillus 
rhamnosus LR 04(DSM 

16605)+Bifidobacterium breve 
BR 03 (DSM 16604) 

- produces riboflavin;- 
promotes the wellbeing of the 

intestine;- supports the 
maintenance of intestinal 

homeostasis.- assists 
autochthonous intestinal flora 

in controlling episodes of 
diarrhoea;- rebalances the 
intestinal motility function, 

especiall 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

not validated 2010;8(2):14
70 

  
Non-

authoris
ed 

305
3 
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be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus paracasei subsp. 
paracasei LPC 00(LMG P-

21380)+Lactobacillus 
rhamnosus LR 04(DSM 

16605)+Bifidobacterium breve 
BR 03 (DSM 16604) 

- produces riboflavin;- 
promotes the wellbeing of the 

intestine;- supports the 
maintenance of intestinal 

homeostasis.- rebalances the 
composition of microflora after 

treatment with antibiotics;- 
contributes to the rebalancing 

of intestinal microflora;- i 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

305
4 

Art.13(
1) 

Lactobacillus paracasei subsp. 
paracasei CRL 1289 

- produces high quantities 
hydrogen peroxide that 

protects oropharyngeal cavity 
from harmful microrganisms;- 
helps to restore and maintain 

normal vaginal microflora;- 
assists the direct defensive 
response against harmful 

microrganisms;- inhibits the 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

not validated 2010;8(2):14
70 

  
Non-

authoris
ed 

304
6 
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be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus paracasei i CUL08 
NCIMB 30154 Lactobacillus 

salivarius CUL 61 
Bifidobacterium adolescentis 

(bifidum) CUL20 NCIMB 30153 
Bifidobacterium lactis CUL34 

NCIMB 30172 

- helps to support the 
development of the immune 
system from birth. -helps to 

support a preferable microflora 
balance from birth. -proven 

safe for use from birth. -helps 
to support the development of 
the immune system. -helps to 

support a preferable micr 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 

109
5 

Art.13(
1) 

Lactobacillus plantarum LB3e 
DSM 17852 

Normalizes the bacterial flora in 
the intestine Balances and 

strengthen the bacterial flora in 
the intestine Supports a healthy 

intestinal flora (Helps to) 
strengthen the natural 

defences 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

not validated 2009;7(9):12
47 

  
Non-

authoris
ed 

106
6 
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be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus plantarum 299 
(DSM 6595, 67B) 

Supports a healthy intestinal 
flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

decreasing 
potentially 
pathogenic 
intestinal 

microorganis
ms 

2010;8(10):1
726 

  
Non-

authoris
ed 

107
8 

Art.13(
1) 

Lactobacillus plantarum 299 
(DSM 6595, 67B) Supports natural/body defence 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

immune 
system 

2009;7(9):12
41   

Non-
authoris

ed 

107
7 

Art.13(
1) 

Lactobacillus plantarum 299v 
Probiotic - reduces flatulences/ 

bloating 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

reduction of 
flatulence and 

bloating 

2011;9(4):20
37 

  
Non-

authoris
ed 

902 
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effect for 
this food 
has not 

been 
substantiat

ed. 

Art.13(
1) 

Lactobacillus plantarum 299v 
(DSM 9843) 

Antioxidants that protect your 
body´s cells 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

protection of 
DNA, proteins 

and lipids 
from 

oxidative 
damage 

2011;9(4):20
37 

  
Non-

authoris
ed 

108
3 

Art.13(
1) 

Lactobacillus plantarum 299v 
(DSM 9843) 

Supports a healthy intestinal 
flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

decreasing 
potentially 
pathogenic 
intestinal 

microorganis
ms 

2009;7(9):12
42   

Non-
authoris

ed 

108
4 

Art.13(
1) 

Lactobacillus plantarum 299v 
(DSM 9843) 

Supports your natural/body 
defence 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food is 

not 
sufficiently 
defined to 
be able to 

"Immune 
system" 

2010;8(2):14
88 

  
Non-

authoris
ed 

108
1 



 
 
 
 
 

 
 

19 

 

be 
assessed 
and the 

claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus plantarum BFE 
1685 

- Maintains/restores the 
balance of intestinal flora. - 

Promotes intestinal comfort. - 
Strengthens resistance of 

organism - Improves digestive 
health 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

Decreasing 
potentially 
pathogenic 
intestinal 

microorganis
ms 

2010;8(2):14
71 

  
Non-

authoris
ed 

992 

Art.13(
1) 

Lactobacillus plantarum BFE 
1685 

Helps to strengthen natural 
defences Stimulates immune 

system Strengthens resistance 
of organism 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food is 

not 
sufficiently 
defined to 
be able to 

be 
assessed 
and the 

claim 
could not 
therefore 

be 
substantiat

ed. 

“natural 
defences/im

mune 
system” 

2011;9(4):20
28 

  
Non-

authoris
ed 

993 
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Art.13(
1) 

Lactobacillus plantarum HEAL 19 
(DSM 15313 = 52A) 

Helps maintain insulin 
sensitivity Helps to maintain a 

normal vaginal flora Supports a 
healthy intestinal flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

107
2 

Art.13(
1) 

Lactobacillus plantarum HEAL 9 
(DSM 15312 = 39D) 

Supports your natural / body 
defence Helps to maintain a 

normal vaginal flora Supports a 
healthy intestinal flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 

107
1 
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Art.13(
1) 

Lactobacillus plantarum HEAL 99 
(DSM 15316 = 61A) 

Helps to maintain a normal 
vaginal flora Supports a healthy 

intestinal flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

107
3 

Art.13(
1) 

Lactobacillus plantarum LB7c 
DSM 17853 

Normalizes the bacterial flora in 
the intestine Balances and 

strengthen the bacterial flora in 
the intestine Supports a healthy 

intestinal flora (Helps to) 
strengthen the natural 

defences 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 

106
5 
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Art.13(
1) 

Lactobacillus plantarum LB931 
DSM 11918 

Balances and strengthen the 
bacterial flora in the urogenital 
area Balances and strengthen 

the bacterial flora in the 
intestine Normalizes the 

bacterial flora in the intestine 
and urogenital area (Helps to) 

strengthen the natural 
defences Supports a healt 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

106
3 

Art.13(
1) 

Lactobacillus plantarum LP 
01(LMG P-21021)+ 

Bifidobacterium lactis BS 
01(LMG P-21384) 

- rebalances the intestinal 
motility function;- rebalances 
the composition of microflora 

after treatment with 
antibiotics;- improves the 

metabolic activity of intestinal 
microflora; - promotes the 
wellbeing of the intestine. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

305
1 



 
 
 
 
 

 
 

23 

 

Art.13(
1) 

Lactobacillus plantarum LP 
01(LMG P-21021)+Lactobacillus 

plantarum LP 02(LMG P-
21020)+Lactobacillus 

rhamnosus LR 04(DSM 16605) 
+Lactobacillus rhamnosus LR 

05(DSM 19739) 
+Bifidobacterium lactis BS 

01(LMG P-21384) 

- supports the natural defences 
of the organism;- supports the 
natural defences of children;- 

strengthens natural defences;- 
strengthens natural defences of 

children;- contributes to the 
maintenance of intestinal 

wellbeing;- contributes to the 
maintenance 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

304
8 

Art.13(
1) 

Lactobacillus plantarum LP 
01(LMG P-

21021)+Bifidobacterium 
adolescentis EI-18 -MB 227-

BA05(DSM 18352) 

- rebalances the intestinal 
motility function;- rebalances 
the intestinal motility function 

in children;- contributes to 
reducing gastro-intestinal 

discomfort;- contributes to 
reducing gastro-intestinal 

discomfort in children;- reduces 
flatulence and ab 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

305
0 
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Art.13(
1) 

Lactobacillus plantarum LP 
01(LMG P-

21021)+Bifidobacterium lactis 
BS 01(LMG P-21384) 

- rebalances the intestinal 
motility function;- rebalances 
the intestinal motility function 

in children;- rebalances the 
composition of microflora after 

treatment with antibiotics;- 
rebalances the composition of 

microflora after treatment with 
antibio 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

305
2 

Art.13(
1) 

Lactobacillus plantarum LP 
01(LMG P-

21021)+Bifidobacteriumadolesc
entis EI-18 -MB 227-BA05(DSM 

18352) 

- rebalances the intestinal 
motility function;- contributes 
to reducing gastro-intestinal 

discomfort;- reduces flatulence 
and abdominal bloating;- 
contributes to restoring 

intestinal bacterial flora;- 
optimizes intestinal transit in 

the elderly;- produces 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

304
9 
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Art.13(
1) 

Lactobacillus plantarum Rosell-
1012 

- probiotic -helps balance the 
intestinal flora; -helps maintain 

digestive health. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

901 

Art.13(
1) 

Lactobacillus plantarum Rosell-
1012 

- probiotic -helps body's natural 
defences; '-helps to strenghten 
the natural defenses; '-helps to 
stimulate the immune system 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
903 
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Art.13(
1) 

Lactobacillus rhamnosus 271 
(DSM 6594) 

Supports a healthy intestinal 
flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

107
6 

Art.13(
1) 

Lactobacillus 
rhamnosus ATCC53103 (LGG®) 

- probiotic -LGG® acts as a part 
of the natural, beneficial 

intestinal microbiota; -LGG® 
supports beneficial microbiota 

and healthy intestinal 
metabolism; -LGG® supports a 

healthy digestive tract and 
mucosal barrier function; -LGG® 

balances intestinal activity; -
contains probiotics; -is a source 
of probiotics; -with probiotic/-s; 
-with (probiotic)/(name of the 

probiotic). 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food is 

not 
sufficiently 
defined to 
be able to 

be 
assessed 
and the 

claim 
could not 
therefore 

be 
substantiat

ed. 

‘gastrointesti
nal health’ 

2011;9(6):22
33 

  
Non-

authoris
ed 

906 
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Art.13(
1) 

Lactobacillus rhamnosus GR 1 
(ATCC 55826) and Lactobacilus 

reuteri RC 14 (ATCC 55845) 

Helps to restore and maintain a 
normal vaginal microflora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

defence 
against 
vaginal 

pathogens by 
increasing the 
proportion of 

lactobacilli 
and/or 

decreasing 
the 

proportion of 
potentially 
pathogenic 

bacteria 
and/or yeasts 

2011;9(6):22
32 

  
Non-

authoris
ed 

945 

Art.13(
1) 

Lactobacillus rhamnosus HN001 
AGAL NM97/09514 

probiotic helps to improve the 
level of natural good bacteria in 

your body maintains the 
balance of healthy microflora 

beneficially affects the 
intestinal flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

decreasing 
potentially 
pathogenic 
intestinal 

microorganis
ms 

2009;7(9):12
44 

  
Non-

authoris
ed 

908 

Art.13(
1) 

Lactobacillus rhamnosus I-1720 

- probiotic -helps body's natural 
defences; '-helps to strenghten 
the natural defenses; '-helps to 
stimulate the immune system 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

not validated 2009;7(9):12
47 

  
Non-

authoris
ed 

911 
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assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus rhamnosus I-1720 
- probiotic; -beneficialy affects 
the intestinal flora; -supports a 

healthy intestinal flora. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
907 

Art.13(
1) 

Lactobacillus rhamnosus LB21 
NCIMB 40564 

Normalizes the bacterial flora in 
the intestine. Balances and 

strengthen the bacterial flora in 
the intestine. Supports a 

healthy intestinal flora (Helps 
to) strengthen the natural 

defences. Support 
gastrointestinal conditions 

during antibiotic treatment. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

Decreasing 
potentially 
pathogenic 
intestinal 

microorganis
ms 

2010;8(2):14
87   

Non-
authoris

ed 

106
4 
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Art.13(
1) 

Lactobacillus rhamnosus LB21 
NCIMB 40564 

Normalizes the bacterial flora in 
the intestine. Balances and 

strengthen the bacterial flora in 
the intestine. Supports a 

healthy intestinal flora (Helps 
to) strengthen the natural 

defences. Support 
gastrointestinal conditions 

during antibiotic treatment. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

Reduction of 
mutans 

streptococci 
in the oral 

cavity 

2010;8(2):14
87 

  
Non-

authoris
ed 

106
4 

Art.13(
1) 

Lactobacillus rhamnosus LB21 
NCIMB 40564 (Verum® 
Hälsoyoghurt/ Verum® 

Drickyoghurt) 

Helps to strengthen and 
maintain balance in the gut 

flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

contribution 
to 

maintaining 
individual 
intestinal 

microbiota in 
subjects 
receiving 
antibiotic 
treatment 

2011;9(4):20
29   

Non-
authoris

ed 

106
1 

Art.13(
1) 

Lactobacillus rhamnosus LR 04 
(DSM 16605) 

- assists autochthonous 
intestinal flora in controlling 

episodes of diarrhoea;- assists 
autochthonous intestinal flora 

in controlling episodes of 
diarrhoea in children;- 

rebalances the intestinal 
motility function;- rebalances 

the intestinal motil 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 2010;8(2):14
70 

  
Non-

authoris
ed 

306
2 



 
 
 
 
 

 
 

30 

 

Art.13(
1) 

Lactobacillus rhamnosus THT 
030901 

* Helps to strengthen natural 
defences * Stimulates immune 

system * Strengthens 
resistance of organism 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

100
3 

Art.13(
1) 

Lactobacillus rhamnosus THT 
030901 

* Maintains/restores the 
balance of intestinal flora * 

Promotes intestinal comfort * 
Strengthens resistance of 

organism * Improves digestive 
health 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 

100
2 
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Art.13(
1) 

Lactobacillus rhamnosus THT 
030902 

* Helps to strengthen natural 
defences * Stimulates immune 

system * Strengthens 
resistance of organism 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

100
5 

Art.13(
1) 

Lactobacillus rhamnosus THT 
030902 

* Maintains/restores the 
balance of intestinal flora * 

Promotes intestinal comfort * 
Strengthens resistance of 

organism * Improves digestive 
health 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 

100
4 
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Art.13(
1) 

Streptococcus 
thermophilus FP4(DSM 18616) 

+Lactobacillus acidophilus LA 02 
(LMG P-21381)+Lactobacillus 

delbrueckii subsp. bulgaricus LD
B 01 (DSM 16606)+Lactobacillus 
rhamnosus LR 04 (DSM 16605) 

- supports the natural defences 
of the organism;- strengthens 

natural defences. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

305
7 

Art.13(
1) 

A combination of the 
probiotics: Lactobacillus 
casei F19, Lactobacillus 

plantarum 2592, Leuconostoc 
mesenteroides 77:1, 

Pediococcus pentosaceus 16:1 

Support your natural defence. 
Helps your body’s natural 

defence. Supports the immune 
system. Contains the probiotics 

Lactobacillus casei F19, 
Lactobacillus plantarum 2592, 
Leuconostoc mesenteroides 

77:1, Pediococcus pentosaceus 
16:1 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 

109
0 
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Art.13(
1) 

A combination of three 
probiotic 

ingredients; Lactobacillus 
casei F19, Bifidobacterium lactis 
Bb12, Lactobacillus acidophilus 

La5 

Helps your natural bowel 
regularity Helps to regulate 

your intestinal flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

108
5 

Art.13(
1) 

A combination of three 
probiotic 

ingredients; Lactobacillus 
casei F19, Bifidobacterium lactis 

Bb12 and Lactobacillus 
acidophilus La5 

Balances the gut flora. Helps to 
restore an unbalanced gut 

flora. Supports a healthy gut 
flora. Supports a healthy gut 

flora during antibiotic 
treatment Supports a healthy 

gut flora during temporary 
disturbances eg. stress and 

antibiotic treatment 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
923 
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Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis BB-12®, Lactobacillus 

acidophilus LA-5®, 
Lactbacillus bulgaricus LBY-27® 

and Streptococcus thermophilus 
STY-31® 

-intestinal comfort - helps to 
support digestive flora - helps 

to reduce uncomfortable 
intestinal disturbances 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

422
7 

Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis BB-12® and Lactobacillus 
paracasei ssp. paracasei CRL-

431® 

- probiotic '-helps against slow 
transit; -improves the 
gastrointestinal flora. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
935 
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Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis BB-12® and Lactobacillus 

acidophilus LA-5® 

- probiotic -improves the 
microflora in elderly; -
beneficially affects the 

microflora; -helps to keep your 
digestive system in balance; -

helps maintain a healthy 
digestive system; -helps 

maintain a healthy gut flora. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

868 

Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis BB-12® and Lactobacillus 

acidophilus LA-5® 

- probiotic -helps to support 
your natural defences; -helps to 
strenghten the natural defense; 
-helps to stimulate the immune 

system 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
870 
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Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis BB-12®, Lactobacillus 

acidophilus LA-5®, 
Lactbacillus bulgaricus LBY-27 

and Streptococcus 
thermophilus STY-31 

'- probiotic '-helps maintain a 
healthy gut flora -helps 

maintain intestinal comfort -
helps support the gut 

microflora -helps to reduce 
uncomfortable intestinal 

disturbances 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

920 

Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis BB-12®, Lactobacillus 

acidophilus LA-5®, Lactobacillus 
delbrueki ssp. bulgaricus LBY-27 

and Streptococcus 
thermophilus STY-31 

- probiotic -enhances/supports 
your bodys natural defence. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
919 
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Art.13(
1) 

Bifidobacterium breve BR 03 
(DSM 16604) + Lactobacillus 

plantarum LP 01 (LMG P-21021) 

- supports the maintenance of 
intestinal homeostasis;- 

supports the maintenance of 
intestinal homeostasis in 
children;- contributes to 

reducing gastro-intestinal 
discomfort;- contributes to 
reducing gastro-intestinal 

discomfort in children;- reduces 
f 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

305
8 

Art.13(
1) 

Dairy products containing the 
combination of three probiotic 

ingredients; Lactobacillus 
casei F19, Bifidobacterium lactis 
Bb12, Lactobacillus acidophilus 

La5 

Balances the gut flora. Supports 
a healthy gut flora. Support 
gastrointestinal conditions 
during antibiotic treatment 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 

108
6 
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Art.13(
1) 

Fermented milk 
with Lactobacillus paracasei lpc 

37 

microflora of the 
gastrointestinal tract 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

303
2 

Art.13(
1) 

Fermented milk 
with Lactobacillus paracasei lpc 

37 

natural defence /immune 
system 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

303
1 

Art.13(
1) 

Lactic acid bacterium 
Lactobacillus fermentum ME-3 

Probiootiline piimhappebakter 
Lactobacillus fermentum ME-3 

aitab tõsta/suurendab 
organismi kaitsevõimet. ME-3 
toetab seedimist, suurendades 
kasulike laktobatsillide üldhulka 

soolestikus, mis kindlustavad 
toitainete lõhustamist 

kergemini omastatavateks 
ühenditeks. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 

decreasing 
potentially 
pathogenic 

gastro-
intestinal 

microorganis
ms 

2011;9(4):20
25 

  
Non-

authoris
ed 

302
5 



 
 
 
 
 

 
 

39 

 

claimed 
effect for 
this food 
has not 

been 
substantiat

ed. 

Art.13(
1) 

Lactobacilli Probiotics as 
contained in the probiotic 

formula A’Biotica / Lacidofil: - 
Lactobacillus acidophilus -
 Lactobacillus rhamnosus 

A’Biotica promotes a healthy 
balance of good bacteria, 

thereby supporting health, 
digestion and immunity for 
patients taking antibiotics. 

A’Biotica/Lacidofil probiotic 
maintains a healthy balanced 

intestinal microflora during and 
after antibiotic therapy 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
926 

Art.13(
1) 

Lactobacillus LA-5 [In german : ] Begünstigt die 
Darmflora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 2009;7(9):12
47 

  
Non-

authoris
ed 

109
8 
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Art.13(
1) 

Lactobacillus acidophilus (ATCC 
SD5221) & Bifidobacterium 

lactis ATCC SD5220 

Probiotics; -helps to strenghten 
your body's natural defences; -
helps to strengthen the natural 

defenses of children; -
contributes to enhance your 

body's resistance to cold & flu; -
contributes to enhance children 

's resistance to cold & flu; 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

869 

Art.13(
1) 

Lactobacillus acidophilus (ATCC 
SD5221) and Bifidobacterium 

lactis (ATCC SD5219) 

'- probiotic '- Supports your 
immune system during the 

pollen season 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

301
0 
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Art.13(
1) 

Lactobacillus acidophilus CNCM 
I-1722 

'- probiotic -helps maintain a 
healthy gut flora. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

879 

Art.13(
1) 

Lactobacillus acidophilus CUL21 
NCIMB 30156 Lactobacillus 
acidophilus CUL 60 NCIMB 

30157 Bifibobacterium 
adolescentis CUL 20 NCIMB 

30153 Bifiidobacterium lactis 
(animalis ssp. lactis) CUL 34 

NCIMB 30172 

'- probiotic -improves intestinal 
environment and functionality; 

-maintains healthy digestive 
system; -supports good 

digestive function; -maintains 
balance of healthy microflora; 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
885 
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Art.13(
1) 

Lactobacillus acidophilus CUL21 
NCIMB 30156 Lactobacillus 
acidophilus CUL 60 NCIMB 

30157 Bifibobacterium 
adolescentis CUL 20 NCIMB 

30153 Bifiidobacterium lactis 
(animalis ssp. lactis) CUL 34 

NCIMB 30172 

-helps to improve the body’s 
natural defences; -helps to 

strengthen the immune system; 
-helps to maintain a dominance 
of friendly bacteria particularly 
in the elderly -helps to boost 

the natural defenses among the 
elderly. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

944 

Art.13(
1) 

Lactobacillus acidophilus K8 
(LMG P-17503) 

* helps to restore and maintain 
a normal vaginal microflora * 
helps during the treatment of 

urogenital disorders * supports 
epithelial immunity * helps to 
maintains the vaginal natural 

ecosystem. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

294
3 
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Art.13(
1) 

Lactobacillus acidophilus LA 02 
(LMG P-21381)+Lactobacillus 

plantarum LP 01 (LMG P-21021) 

- supports the maintenance of 
intestinal homeostasis;- 

supports the maintenance of 
intestinal homeostasis in 
children;- contributes to 

reducing gastro-intestinal 
discomfort;- contributes to 
reducing gastro-intestinal 

discomfort in children;- reduces 
f 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

306
0 

Art.13(
1) 

Lactobacillus acidophilus LA- 5® 

Supports/promotes a healthy 
vaginal microflora 

Supports/promotes vaginal 
health 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
880 
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Art.13(
1) 

Lactobacillus acidophilus LA1 
(LMG P-21904) 

*balances your intestinal 
microflora * promotes and 

maintains intestinal health * 
promotes and maintains 

intestinal function * supports 
healthy gastrointestinal flora 

*reduces occurence of 
antibiotic resistant bacteria in 

the gut flora * contribute to a b 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

294
5 

Art.13(
1) 

Lactobacillus acidophilus LA14 

Helps to restore and maintain 
normal vaginal microflora; 

Helps during the treatment of 
urogenital disorders; 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

Defence 
against 
vaginal 

pathogens by 
increasing the 
proportion of 

lactobacilli 
and/or 

decreasing 
the 

proportion of 
potentially 
pathogenic 

bacteria 
and/or yeasts 

2011;9(6):22
48 

  
Non-

authoris
ed 

946 
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Art.13(
1) 

Lactobacillus acidophilus Lafti 
L10 (CBS 116.411) 

'- probiotic -improves your 
feeling of (intestinal) comfort; 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

881 

Art.13(
1) 

Lactobacillus acidophilus Lafti 
L10 (CBS 116.411) 

- probiotic -helps body's natural 
defences; '-helps to strenghten 
the natural defenses; '-helps to 
stimulate the immune system 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
883 

Art.13(
1) 

Lactobacillus acidophilus NCFM 
ATCC SD5221 

Probiotic - helps to strengthen 
your body's natural defences; 

helps to strengthen the natural 
defenses; helps to strengthen 
the natural defences of your 
body; contributes to enhance 

your body's resistance. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 

Increasing 
numbers of 

gastro-
intestinal 

microorganis
ms 

2011;9(4):20
61 

  
Non-

authoris
ed 

884 



 
 
 
 
 

 
 

46 

 

claimed 
effect for 

this food is 
not a 

beneficial 
physiologic
al effect as 
required 

by the 
Regulation

. 

Art.13(
1) 

Lactobacillus acidophilus THT 
030102 

* Helps to strengthen natural 
defences * Stimulates immune 

system * Strengthens 
resistance of organism 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
974 

Art.13(
1) 

Lactobacillus acidophilus THT 
030102 

* Maintains/restores the 
balance of intestinal flora * 

Promotes intestinal comfort * 
Strengthens resistance of 

organism * Promotes intestinal 
well-being * Improves digestive 

health 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 2009;7(9):12
47 

  
Non-

authoris
ed 

973 



 
 
 
 
 

 
 

47 

 

Art.13(
1) 

Lactobacillus acidophilus 
rhamnosus LR(3) 

Helps to restore and maintain 
normal vaginal microflora; 

Helps during the treatment of 
urogenital disorders; 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

947 

Art.13(
1) 

Lactobacillus 
acidophilus, Lactobacillus 
paracasei , Lactobacillus 

rhamnosus and Bifidobacterium 
lactis lactic acid bacteria 

Promotes gut activity Gut-
friendly Normalises gut activity 
Balances gut activity Maintains 
stomach and gut well-being For 
gut well-being Normalises the 

gut’s bacteria balance Balances 
the gut’s bacteria population 

For the protection of a healthy 
b 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 

105
5 
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Art.13(
1) 

Lactobacillus acidophilus, 
Bifidobacterium (BB46); 

Bifidobacterium 
(BB02),Bifidobacterium 

Breve(Bbr8 LMG P-17501)CSL, 
Lactobacillus Rhamnosus ATC 
C53103 (LGG), Lactobacillus 
casei 101/37(Img P-17504), 

Lactobacillus delbruekii 
spp bulgaricus AY/CSL (LMG P1 

Enhances natural immune 
response. Helps to strengthen 

the immune defences. Helps to 
strenghten the natural 

defences.Helps to strenghten 
the body defences. Eneificially 

affects the intestinal microflora. 
Balances the intestinal 

microflora. Enhances level o 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

294
8 

Art.13(
1) 

Lactobacillus acidophilus, 
Bifidobacterium infantis, 
Bifidobacterium bifidum 

Probiotics (Lactobacillus 
acidophilus, Bifidobacterium 

infantis, Bifidobacterium 
bifidum) help to 

maintain/replenish the natural 
bacterial flora of the digestive 

tract 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

302
9 
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Art.13(
1) 

Lactobacillus acidophilus, 
Bifidobacterium infantis, 
Bifidobacterium bifidum 

Probiotics (Lactobacillus 
acidophilus, Bifidobacterium 

infantis, Bifidobacterium 
bifidum) help maintain proper 
functioning of digestive tract 

help to regulate intestinal 
function 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

302
8 

Art.13(
1) 

Lactobacillus acidophilus, 
Bifidobacterium infantis, 
Bifidobacterium bifidum 

Probiotics (Lactobacillus 
acidophilus, Bifidobacterium 

infantis, Bifidobacterium 
bifidum) help to maintain 
property functioning of 

immune system 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

303
0 
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Art.13(
1) Lactobacillus crispatus CRL 1251 

- produces high quantities 
hydrogen peroxide that 

protects oropharyngeal cavity 
from harmful microrganisms; - 
helps to restore and maintain 
normal vaginal microflora; - 
assists the direct defensive 
response against harmful 

microrganisms ; - inhibits the g 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

304
4 

Art.13(
1) 

Lactobacillus crispatus VPC111 
(DSM 16741) 

Helps to maintain a normal 
vaginal flora Supports a healthy 

intestinal flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 

107
9 
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Art.13(
1) 

Lactobacillus crispatus VPC177 
(DSM 16743) 

Helps to maintain a normal 
vaginal flora Supports a healthy 

intestinal flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

108
0 

Art.13(
1) 

Lactobacillus 
delbrucki bulgaricus THT 030301 

* Helps to strengthen natural 
defences * Stimulates immune 

system * Strengthens 
resistance of organism 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
978 
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Art.13(
1) 

Lactobacillus 
delbrucki bulgaricus THT 030301 

* Maintains/restores the 
balance of intestinal flora * 

Promotes intestinal comfort * 
Strengthens resistance of 

organism * Improves digestive 
health 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

977 

Art.13(
1) 

Lactobacillus 
delbrucki bulgaricus THT 030302 

* Helps to strengthen natural 
defences * Stimulates immune 

system * Strengthens 
resistance of organism 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
980 
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Art.13(
1) 

Lactobacillus 
delbrucki bulgaricus THT 030302 

* Maintains/restores the 
balance of intestinal flora * 

Promotes intestinal comfort * 
Strengthens resistance of 

organism * Improves digestive 
health 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

979 

Art.13(
1) 

Lactobacillus 
delbrucki bulgaricus THT 030303 

* Helps to strengthen natural 
defences * Stimulates immune 

system * Strengthens 
resistance of organism 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
982 
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Art.13(
1) 

Lactobacillus 
delbrucki bulgaricus THT 030303 

* Maintains/restores the 
balance of intestinal flora * 

Promotes intestinal comfort * 
Strengthens resistance of 

organism * Improves digestive 
health 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

981 

Art.13(
1) 

Lactobacillus delbruekii (lactis) 

• Supports your natural 
defences • Helps to regulate 

the body’s immune response • 
Helps to maintain the immune 

balance • Helps maintain a 
healthy immune system 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

302
1 
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Art.13(
1) Lactobacillus delbruekii(lactis) 

• Helps maintain a healthy 
balance of beneficial bacteria • 
promotes the positive balance 

of the intestinal flora • 
maintains a healthy gut & gut 

digestion • maintains a healthy 
intestinal environment 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

302
0 

Art.13(
1) 

Lactobacillus fermentum 
CECT5716 

- probiotic -help/ contribute/ 
participate in increasing the 

natural defenses; -help/ 
contribute/ participate to 

strengh the immune system; 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

maintenance 
of the upper 
respiratory 

tract defence 
against 

pathogens by 
maintaining 

immune 
defences 

2010;8(10):1
802   

Non-
authoris

ed 
916 

Art.13(
1) 

Lactobacillus fermentum LF 10 
(DSM 19187) 

- produces natural substances 
that protect the intestine from 

harmful yeasts, in particular 
those of the Candida type;- 

supports the maintenance of 
intestinal homeostasis;- 

contributes to restoring the 
natural barrier effect of the 

intestinal wall. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

304
0 
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effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus fermentum LF 
11(DSM 19188) 

- produces natural substances 
that protect the intestine from 

harmful yeasts, in particular 
those of the Candida type;- 

supports the maintenance of 
intestinal homeostasis;- 

contributes to restoring the 
natural barrier effect of the 

intestinal 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

304
1 

Art.13(
1) 

Lactobacillus gasseri PA 16/8 
and Bifidobacterium bifidum MF 

20/5 

- probiotic -helps to maintain a 
healthy gut flora; -beneficial for 
maintaining a healthy intestinal 
flora; '-contributes to a healthy 
digestive system by supporting 

a well-balanced gut flora 
through an increased number 

of beneficial bacteria in the gut. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

not validated 2009;7(9):12
47 

  
Non-

authoris
ed 

936 
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be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus gasseri CECT5714 
and Lactobacillus coryniformis 

CECT5711 

- probiotic -help/ contribute/ 
participate in increasing the 

natural defenses; -help/ 
contribute/ participate to 

strenghen the immune system; 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food is 

not a 
beneficial 

physiologic
al effect as 
required 

by the 
Regulation

. 

“natural 
defence/imm
une system” 

2010;8(10):1
803 

  
Non-

authoris
ed 

930 

Art.13(
1) 

Lactobacillus gasseri CECT5714 
and Lactobacillus coryniformis 

CECT5711 

-probiotic -balances your 
healthy intestinal flora; -

improves your intestinal transit. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

decreasing 
potentially 
pathogenic 
intestinal 

microorganis
ms 

2009;7(9):12
38 

  
Non-

authoris
ed 

937 

Art.13(
1) 

Lactobacillus gasseri CECT5714 
and Lactobacillus coryniformis 

CECT5711 

-probiotic -balances your 
healthy intestinal flora; -

improves your intestinal transit. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 

improvement 
of intestinal 

transit 

2009;7(9):12
38   

Non-
authoris

ed 
937 
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evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

Art.13(
1) 

Lactobacillus gasseri CRL 1259 
(acidophilus group) 

- produces metabolites that 
protect the oropharyngeal 

cavity from harmful 
microrganisms; - helps to 

restore and maintain normal 
vaginal microflora; - assists in 
the direct defensive response 

against harmful microrganisms, 
in particular gram-negative 

germs 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

304
3 

Art.13(
1) 

Lactobacillus gasseri PA 16/8, 
Bifidobacterium bifidum MF 

20/5, Bifidobacterium 
longum SP 07/3 

Helps maintain a healthy gut 
flora. Helps to balance your 

intestinal flora. Helps to protect 
the intestinal tract against 
harmful intestinal bacteria. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
933 
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Art.13(
1) 

Lactobacillus johnsonii BFE 6128 

Helps to strengthen natural 
defences Stimulates immune 

system Strengthens resistance 
of organism 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food is 

not 
sufficiently 
defined to 
be able to 

be 
assessed 
and the 

claim 
could not 
therefore 

be 
substantiat

ed. 

“natural 
defences/im

mune 
system” 

2011;9(4):20
26 

  
Non-

authoris
ed 

990 

Art.13(
1) 

Lactobacillus johnsonii BFE 6128 

Maintains/restores the balance 
of intestinal flora Promotes 

intestinal comfort Strengthens 
resistance of organism 

Improves digestive health the 
natural defences; 

help/contribute/participate to 
strengthen the immune system. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

decreasing 
potentially 
pathogenic 
intestinal 

microorganis
ms 

2009;7(9):12
39 

  
Non-

authoris
ed 

989 

Art.13(
1) 

Lactobacillus johnsonii BFE 6128 Strengthens skin defences 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food is 

not 
sufficiently 
defined to 
be able to 

“skin health” 2011;9(4):20
26 

  
Non-

authoris
ed 

991 
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be 
assessed 
and the 

claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus johnsonii La-
1/ACD-1/CLbA22 

supports the natural beneficial 
gut flora ; contributes to 

healthy intestinal microflora ; 
contributes to healthy digestive 

system 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

422
9 

Art.13(
1) 

Lactobacillus johnsonii La-
19/CLbA5 

supports the natural beneficial 
gut flora ; contributes to 

healthy intestinal microflora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

423
0 
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ed. 

Art.13(
1) 

Lactobacillus johnsonii La-
19/CLbA5 and Bifidobacterium 

animalis ssp. lactis Bf-6/Bif-
6/CB111 

(Biogarde®/Bioghurt®/Bigarde®/
Bighurt®-Cultures) 

- probiotic -
Biogarde®/Bioghurt®/Bigarde®/

Bighurt®-Cultures activate/ 
stimulate the body's natural 

(immune) defences. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
932 

Art.13(
1) 

Lactobacillus johnsonii La-
19/CLbA5 and Bifidobacterium 

animalis ssp. lactis Bf-6/Bif-
6/CB111 

(Biogarde®/Bioghurt®/Bigarde®/
Bighurt®-Cultures) 

- probiotic -
Biogarde®/Bioghurt®/Bigarde®/
Bighurt®-Cultures support the 
natural beneficial gut flora; -

Biogarde®/Bioghurt®/Bigarde®/
Bighurt®-Cultures support the 
natural beneficial gut flora and 
activate/stimulate thereby the 
metabolism and the natural de 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

not validated 2009;7(9):12
47 

  
Non-

authoris
ed 

940 
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be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus johnsonii NCC 533 
(La1) (Pasteur culture collection 

CNCM I-1225) 

'- probiotic -La1 helps to 
preserve skin health. + - helps 

to reinforce skin defences 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

protection of 
the skin from 
UV-induced 

damage 

2011;9(6):22
31 

  
Non-

authoris
ed 

900 

Art.13(
1) 

Lactobacillus johnsonii NCC 533 
(La1) (Pasteur culture collection 

CNCM I-1225) 

- probiotic '-increases your 
natural defences; -actively 

supports your immune system; 
-strengthens your immune 

defences. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

improving 
immune 
defence 
against 

pathogenic 
gastro-

intestinal 
microorganis

ms 

2011;9(6):22
31   

Non-
authoris

ed 
896 
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Art.13(
1) 

Lactobacillus parcasei 02A (DSM 
13432) 

Supports a healthy intestinal 
flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

107
5 

Art.13(
1) 

Lactobacillus reuteri ATCC 
55730 

- probiotic '-helps to strengthen 
the natural defences; -helps to 
support the natural defences; -

helps to support the body's 
defences; -helps to strengthen 

the body's defences. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food is 

not 
sufficiently 
defined to 
be able to 

be 
assessed 
and the 

claim 
could not 
therefore 

be 
substantiat

ed. 

“natural 
defence” 

2010;8(10):1
805 

  
Non-

authoris
ed 

905 

Art.13(
1) 

Lactobacillus reuteri ATCC 
55730 

probiotic beneficially affects 
the intestinal flora supports a 

healthy intestinal flora balances 
the intestinal flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

decreasing 
potentially 
pathogenic 
intestinal 

microorganis
ms 

2009;7(9):12
43 

  
Non-

authoris
ed 

904 
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this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

Art.13(
1) 

Lactobacillus reuteri DSM 17938 Balances the gut microflora. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 

108
7 

Art.13(
1) 

Lactobacillus reuteri DSM 17938 
Lactobacillus reuteri ATCC PTA 

5289 

Helps strengthen your body's 
natural defences Stimulates the 

immune system 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 2009;7(9):12
47 

  
Non-

authoris
ed 

108
8 
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Art.13(
1) 

Lactobacillus reuteri DSM 17938 
Lactobacillus reuteri ATCC PTA 

5289 
Supports a healthy oral flora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

108
9 

Art.13(
1) 

Lactobacillus reuteri THT 
030803 

* Helps to strengthen natural 
defences * Stimulates immune 

system * Strengthens 
resistance of organism 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 

100
1 
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Art.13(
1) 

Lactobacillus reuteri THT 
030803 

* Maintains/restores the 
balance of intestinal flora * 

Promotes intestinal comfort * 
Strengthens resistance of 

organism * Improves digestive 
health 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

100
0 

Art.13(
1) 

Lactobacillus reuteri lactic acid 
bacteria 

Promotes mouth and tooth 
health 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 

105
7 
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Art.13(
1) 

Lactobacillus salivarius subsp. 
salivarius CRL 1328 

- capable of colonising 
oropharyngeal mucosa for its 
enhanced ability to adhere to 
epithelial cells, constituting a 

barrier against infections;- 
helps to restore and maintain 

normal vaginal microflora;- 
produces natural substances 

(bacteriocin-like) that 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

304
5 

Art.13(
1) 

Lactobacilus acidophilus 
CUL60 Lactobacillus casei LC11 
Bifidobacterium lactis CUL34 

-improves intestinal 
environment and functionality. 

-maintains healthy digestive 
system -supports good 

digestive function -maintains 
balance of healthy microflora 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 

109
7 
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Art.13(
1) 

Lactobacilus 
acidophilus, Lactobacillus 
paracasei , Lactobacillus 

rhamnosus and Bifidobacterium 
lactis lactic acid bacteria 

Supports the body’s own 
defence mechanism /immunity 

Maintains natural defence 
mechanism /immunity Helps 
strengthen natural immunity 

Probiotic 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

105
6 

Art.13(
1) 

Name of Food product: Cheese 
Description of food in terms of 

food legislation categories: food 
not covered by specific food 
legislation Was food on Irish 

market before 1st July 2007: Yes 

Exact wording of claim as it 
appears on product: The Irish 
Dairy Board is currently selling 

3 probiotic cheese products 
commercially which contain Lb. 
paracasei NFBC 338: Product: 

Medium Mature Cheddar under 
the Pilgrims Choice brand, UK 

Front of pack: Probiotic 
Cheddar Rear of pack: Medium 

probiotic is made using the 
culture: Lactobacillus paracasei 
NFBC 338 and it has a smooth 

and mellow taste. Enjoyed 
regularly, it will help maintain a 

healthy digestive system. For 
best results and full benefits of 

probiotic culture, consume 
cold. Product: Mature Cheddar 
under Tesco private label, UK, 
Healthy Living Range Front of 

pack: Probiotic Mature Cheddar 
helps to ensure a healthy and 

balanced digestive system. Rear 
of pack: Lactobacillus paracasei 
in Tesco Probiotic cheese helps 

maintain a healthy digestive 
lifestyle and a balanced diet. To 

guarantee the benefits, this 
cheese should be eaten 

uncooked. Product: Dubliner 
Lite, Carbery Milk Products, 

Ireland Front of pack: Probiotic 
cheese Rear of pack: Probiotic 

Cultures help maintain a 
healthy digestive system. 

Examples of any alternative 
wording that may be used in 
relation to claim: Probiotic 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

decreasing 
potentially 
pathogenic 

gastro-
intestinal 

microorganis
ms 

2010;8(10):1
767 

  
Non-

authoris
ed 

137
1 
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Culture Lactobacillus Paracasei 
NFBC 338 helps maintain a 
healthy digestive system. 

Probiotic Culture Lactobacillus 
Paracasei NFBC 338 helps 
ensure a healthy digestive 
lifestyle. Probiotic Culture 

Lactobacillus Paracasei NFBC 
338 helps maintain a balanced 

digestive system. Is claim a 
picture: No 
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Art.13(
1) 

Name of Food product: Cheese 
Description of food in terms of 

food legislation categories: food 
not covered by specific food 
legislation Was food on Irish 

market before 1st July 2007: Yes 

Exact wording of claim as it 
appears on product: The Irish 
Dairy Board is currently selling 

3 probiotic cheese products 
commercially which contain Lb. 
paracasei NFBC 338: Product: 

Medium Mature Cheddar under 
the Pilgrims Choice brand, UK 

Front of pack: Probiotic 
Cheddar Rear of pack: Medium 

probiotic is made using the 
culture: Lactobacillus paracasei 
NFBC 338 and it has a smooth 

and mellow taste. Enjoyed 
regularly, it will help maintain a 

healthy digestive system. For 
best results and full benefits of 

probiotic culture, consume 
cold. Product: Mature Cheddar 
under Tesco private label, UK, 
Healthy Living Range Front of 

pack: Probiotic Mature Cheddar 
helps to ensure a healthy and 

balanced digestive system. Rear 
of pack: Lactobacillus paracasei 
in Tesco Probiotic cheese helps 

maintain a healthy digestive 
lifestyle and a balanced diet. To 

guarantee the benefits, this 
cheese should be eaten 

uncooked. Product: Dubliner 
Lite, Carbery Milk Products, 

Ireland Front of pack: Probiotic 
cheese Rear of pack: Probiotic 

Cultures help maintain a 
healthy digestive system. 

Examples of any alternative 
wording that may be used in 
relation to claim: Probiotic 

Culture Lactobacillus Paracasei 
NFBC 338 helps maintain a 
healthy digestive system. 

Probiotic Culture Lactobacillus 
Paracasei NFBC 338 helps 
ensure a healthy digestive 
lifestyle. Probiotic Culture 

Lactobacillus Paracasei NFBC 
338 helps maintain a balanced 

digestive system. Is claim a 
picture: No 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food is 

not a 
beneficial 

physiologic
al effect as 
required 

by the 
Regulation

. 

increasing 
numbers of 

gastro-
intestinal 

microorganis
ms 

2010;8(10):1
767   

Non-
authoris

ed 

137
1 



 
 
 
 
 

 
 

71 

 

Art.13(
1) 

Name of Food product: Cheese 
Description of food in terms of 

food legislation categories: food 
not covered by specific food 
legislation Was food on Irish 

market before 1st July 2007: Yes 

Exact wording of claim as it 
appears on product: The Irish 
Dairy Board is currently selling 

3 probiotic cheese products 
commercially which contain Lb. 
paracasei NFBC 338: Product: 

Medium Mature Cheddar under 
the Pilgrims Choice brand, UK 

Front of pack: Probiotic 
Cheddar Rear of pack: Medium 

probiotic is made using the 
culture: Lactobacillus paracasei 
NFBC 338 and it has a smooth 

and mellow taste. Enjoyed 
regularly, it will help maintain a 

healthy digestive system. For 
best results and full benefits of 

probiotic culture, consume 
cold. Product: Mature Cheddar 
under Tesco private label, UK, 
Healthy Living Range Front of 

pack: Probiotic Mature Cheddar 
helps to ensure a healthy and 

balanced digestive system. Rear 
of pack: Lactobacillus paracasei 
in Tesco Probiotic cheese helps 

maintain a healthy digestive 
lifestyle and a balanced diet. To 

guarantee the benefits, this 
cheese should be eaten 

uncooked. Product: Dubliner 
Lite, Carbery Milk Products, 

Ireland Front of pack: Probiotic 
cheese Rear of pack: Probiotic 

Cultures help maintain a 
healthy digestive system. 

Examples of any alternative 
wording that may be used in 
relation to claim: Probiotic 

Culture Lactobacillus Paracasei 
NFBC 338 helps maintain a 
healthy digestive system. 

Probiotic Culture Lactobacillus 
Paracasei NFBC 338 helps 
ensure a healthy digestive 
lifestyle. Probiotic Culture 

Lactobacillus Paracasei NFBC 
338 helps maintain a balanced 

digestive system. Is claim a 
picture: No 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food is 

not 
sufficiently 
defined to 
be able to 

be 
assessed 
and the 

claim 
could not 
therefore 

be 
substantiat

ed. 

“healthy and 
balanced 
digestive 
system” 

2010;8(10):1
767   

Non-
authoris

ed 

137
1 

Art.13(
1) 

Probiotic 
ingredient Lactobacillus 
casei F19 (LMG P-17806) 

Helps beneficial bowel habit. 
Relieves bowel discomfort 

Helps improve bowel function. 
Stabilises bowel transit. Helps 
bowel regularity Supports the 

well-being of the gut. Promotes 
gastrointestinal well-being. 

Helps to reduce gastrointestinal 
discomfort. 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

Bowel motor 
function 

2009;7(9):12
37 

  
Non-

authoris
ed 

893 
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been 
substantiat

ed. 

Art.13(
1) 

Probiotic strain: Lactobacillus 
casei W56 

Helps to maintain the balance 
of the intestinal microbiota by 

suppressing non-beneficial 
bacteria 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

298
1 

Art.13(
1) 

Probiotic strain: Lactobacillus 
casei W58 

Helps to strengthen the 
intestinal gut barrier 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 2010;8(2):14
70 

  
Non-

authoris
ed 

298
2 
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Art.13(
1) 

Probiotic strain: Lactobacillus 
casei W61 Balances the immune system 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

298
3 

Art.13(
1) 

Probiotic strain: Lactobacillus 
acidophilus LA-5 

Helps to improve natural bowel 
movements 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

300
0 
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Art.13(
1) 

Probiotic strain: Lactobacillus 
acidophilus LA-5 

Helps to restore the intestinal 
microbiota during and after 

antibiotic use 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

300
1 

Art.13(
1) 

Probiotic strain: Lactobacillus 
acidophilus LA-5 

Improves the absorption of 
lactose 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

299
9 
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Art.13(
1) 

Probiotic strain: Lactobacillus 
salivarius LS-33 

Helps to restore the intestinal 
microbiota during and after 

antibiotic use 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

299
1 

Art.13(
1) 

Probiotic strain: Lactobacillus 
salivarius W24 

Beneficially affects the oral 
ecology 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

297
8 



 
 
 
 
 

 
 

76 

 

Art.13(
1) 

Probiotic strain: Lactobacillus 
salivarius W24 

Enhances levels of beneficial 
bacteria in the intestine 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

297
7 

Art.13(
1) 

Probiotic strain: Lactobacillus 
salivarius W24 

Helps to strengthen the 
intestinal gut barrier 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70 
  

Non-
authoris

ed 

297
9 
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Art.13(
1) 

Probiotic strain: Lactobacillus 
salivarius W24 Supports the immune system 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2010;8(2):14

70   
Non-

authoris
ed 

298
0 

Art.13(
1) 

Probiotics & Prebiotics as 
contained in the probiotic 

formula ProbioStart: 
Bifidobacterium infantis (CNCM 
I-3424), Bifidobacterium bifidum 

(CNCM I-3426), Lactobacillus 
acidophilus (CNCM I-1722), 

Fructooligosaccharides. 

Specially formulated for infants 
and children to support healthy 

digestion and immunity. For 
Pregnant and breastfeeding 
women to maintain healthy 

levels of the appropriate types 
of beneficial bacteria for child 
health A unique probiotic & 

prebiotic blend 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
929 
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Art.13(
1) 

Probiotics (Lactobacillus 
acidophilus, Bifidobacterium 

breve, Bifidobacterium longum, 
Bifidobacterium infantis) & 

Antioxidants (Vitamin C, Green 
Tea Extract, Grape Seed Extract, 
Pine Bark Extract) as contained 

in the probiotic formula 
Immunox 

Immunox Probiotic and 
Antioxidant supports digestive 

health and immunity. Immunox 
Probiotic supports immunity 
and resistance to infection. 

Immunox Probiotic and 
Antioxidant strengthens the 

body’s natural defences 
Immunox is a probiotic and 

antioxidant 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

109
6 

Art.13(
1) 

Probiotics and Prebiotics as 
contained in the formula 

AntiBloat: Bifidobacterium 
bifidum (CNCM I-

3426), Lactobacillus 
casei (CNCM MA 64U), 

Lactobacillus acidophilus (CNCM 
I-1722), Lactococcus lactis 

(CNCM MA67/4J), 
Fructooligosaccharides (FOS) 

AntiBloat Probiotic & Prebiotic 
improves digestion and 

intestinal transit alleviating 
bloating from the build up of 
unhealthy wastes caused by 

putrefying pathogenic bacteria. 
For a comfortably flat stomach 

AntiBloat supports a healthy 
balance of friendl 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
925 
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Art.13(
1) 

Probiotics as contained in the 
probiotic formula Travla: 
Saccharomyces boulardii, 

Lactobacillus acidophilus (CNCM 
I-1722), Lactobacillus 
rhamnosus (CNCM I-

1720), Bifidobacterium 
longum (CNCM I-3470) 

Travla probiotic maintains 
digestive health and immunity 

when eating and drinking 
abroad. Travla probiotic helps 

prevent digestive upsets caused 
by pathogenic organisms when 

travelling abroad 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47   
Non-

authoris
ed 

928 

Art.13(
1) 

Yeo Valley yoghurt products 
containing the probiotic 
bacteria Bifidobacterium 

animalis ssp. lactis BB-12 ® and 
Lactobacillus acidophilus LA-5 ® 

It’s Bio-Live. Each spoonful 
contains millions of bacteria 

that help to maintain the 
balance of natural flora in your 
body, which can aid digestion 
and general well-being. Helps 
to maintain harmony in your 

digestive system Helps to 
maintain a healthy d 

Non-
complianc
e with the 
Regulation 

because 
on the 
basis of 

the 
scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not validated 
2009;7(9):12

47 
  

Non-
authoris

ed 
942 

 

Y de igual manera para las siguientes cepas de Bifidobacterium: 

Claim 
type  

Nutrient, substance, food or 
food category  

Claim  

Conditions 
of use of 

the claim / 
Restriction
s of use / 
Reasons 
for non-

Health 
relationship

  

EFSA 
opinion 

reference / 
Journal 

reference  

Commissi
on 

Regulatio
n  

Status  
Entr

y 
ID  
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authorisati
on  

Art.13(
1) 

Bifidobacterium longum I-3470 
'- probiotic -helps balance the 

intestinal flora; -helps maintain 
digestive health. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

877 

Art.13(
1) 

Bifidobacterium longum I-3470 

- probiotic -helps body's natural 
defences; '-helps to strenghten 
the natural defenses; '-helps to 
stimulate the immune system 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

878 



 
 
 
 
 

 
 

81 

 

Art.13(
1) 

Lactobacillus paracasei subsp. 
paracasei LPC 00(LMG P-

21380)+ Lactobacillus 
rhamnosus LR 04(DSM 

16605)+Bifidobacterium breve 
BR 03 (DSM 16604) 

- produces riboflavin;- promotes 
the wellbeing of the intestine;- 
supports the maintenance of 

intestinal homeostasis.- assists 
autochthonous intestinal flora 

in controlling episodes of 
diarrhoea;- rebalances the 
intestinal motility function, 

especiall 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

305
3 

Art.13(
1) 

Lactobacillus paracasei subsp. 
paracasei LPC 00(LMG P-

21380)+Lactobacillus 
rhamnosus LR 04(DSM 

16605)+Bifidobacterium breve 
BR 03 (DSM 16604) 

- produces riboflavin;- promotes 
the wellbeing of the intestine;- 
supports the maintenance of 

intestinal homeostasis.- 
rebalances the composition of 

microflora after treatment with 
antibiotics;- contributes to the 

rebalancing of intestinal 
microflora;- i 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

305
4 

Art.13(
1) 

Lactobacillus paracasei i CUL08 
NCIMB 30154 Lactobacillus 

salivarius CUL 61 
Bifidobacterium adolescentis 

(bifidum) CUL20 NCIMB 30153 
Bifidobacterium lactis CUL34 

NCIMB 30172 

- helps to support the 
development of the immune 
system from birth. -helps to 

support a preferable microflora 
balance from birth. -proven safe 

for use from birth. -helps to 
support the development of the 

immune system. -helps to 
support a preferable micr 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

109
5 



 
 
 
 
 

 
 

82 

 

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus plantarum LP 
01(LMG P-21021)+ 

Bifidobacterium lactis BS 
01(LMG P-21384) 

- rebalances the intestinal 
motility function;- rebalances 
the composition of microflora 

after treatment with 
antibiotics;- improves the 

metabolic activity of intestinal 
microflora; - promotes the 
wellbeing of the intestine. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70   

Non-
authoris

ed 

305
1 

Art.13(
1) 

Lactobacillus plantarum LP 
01(LMG P-21021)+Lactobacillus 

plantarum LP 02(LMG P-
21020)+Lactobacillus 

rhamnosus LR 04(DSM 16605) 
+Lactobacillus rhamnosus LR 

05(DSM 19739) 
+Bifidobacterium lactis BS 

01(LMG P-21384) 

- supports the natural defences 
of the organism;- supports the 
natural defences of children;- 

strengthens natural defences;- 
strengthens natural defences of 

children;- contributes to the 
maintenance of intestinal 

wellbeing;- contributes to the 
maintenance 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70   

Non-
authoris

ed 

304
8 



 
 
 
 
 

 
 

83 

 

Art.13(
1) 

Lactobacillus plantarum LP 
01(LMG P-

21021)+Bifidobacterium 
adolescentis EI-18 -MB 227-

BA05(DSM 18352) 

- rebalances the intestinal 
motility function;- rebalances 
the intestinal motility function 

in children;- contributes to 
reducing gastro-intestinal 

discomfort;- contributes to 
reducing gastro-intestinal 

discomfort in children;- reduces 
flatulence and ab 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

305
0 

Art.13(
1) 

Lactobacillus plantarum LP 
01(LMG P-

21021)+Bifidobacterium lactis BS 
01(LMG P-21384) 

- rebalances the intestinal 
motility function;- rebalances 
the intestinal motility function 

in children;- rebalances the 
composition of microflora after 

treatment with antibiotics;- 
rebalances the composition of 

microflora after treatment with 
antibio 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

305
2 

Art.13(
1) 

Lactobacillus plantarum LP 
01(LMG P-

21021)+Bifidobacteriumadolesce
ntis EI-18 -MB 227-BA05(DSM 

18352) 

- rebalances the intestinal 
motility function;- contributes 
to reducing gastro-intestinal 

discomfort;- reduces flatulence 
and abdominal bloating;- 
contributes to restoring 

intestinal bacterial flora;- 
optimizes intestinal transit in 

the elderly;- produces 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

304
9 



 
 
 
 
 

 
 

84 

 

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

A combination of three probiotic 
ingredients; Lactobacillus 

casei F19, Bifidobacterium lactis 
Bb12, Lactobacillus acidophilus 

La5 

Helps your natural bowel 
regularity Helps to regulate your 

intestinal flora 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47   

Non-
authoris

ed 

108
5 

Art.13(
1) 

A combination of three probiotic 
ingredients; Lactobacillus 

casei F19, Bifidobacterium lactis 
Bb12 and Lactobacillus 

acidophilus La5 

Balances the gut flora. Helps to 
restore an unbalanced gut flora. 

Supports a healthy gut flora. 
Supports a healthy gut flora 
during antibiotic treatment 
Supports a healthy gut flora 

during temporary disturbances 
eg. stress and antibiotic 

treatment 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47   

Non-
authoris

ed 
923 



 
 
 
 
 

 
 

85 

 

Art.13(
1) 

Bifidobacterium (BB12) fortified 
cultured milk (Hodzeko-Amasi) 

Bifidobacterium cultures 
enhances natural immune 

function, helps maintain blood 
cholesterol 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

Maintenanc
e of normal 
blood LDL-
cholesterol 
concentrati

ons 

2011;9(4):20
47 

  
Non-

authoris
ed 

308
9 

Art.13(
1) 

Bifidobacterium (BB12) fortified 
cultured milk (Hodzeko-Amasi) 

Bifidobacterium cultures 
enhances natural immune 

function,reduces symptoms of 
inflammatory bowel conditions 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this 
claimed 
effect 

attributes 
to this 

food the 
property of 
preventing
, treating 

or curing a 
human 

disease, or 
refers to 

such 
properties 

which is 
prohibited 
for foods. 

Reduction 
of 

symptoms 
of 

inflammator
y bowel 

conditions 

2011;9(4):20
47 

  
Non-

authoris
ed 

146
9 

Art.13(
1) 

Bifidobacterium (BB12) fortified 
cultured milk (Hodzeko-Amasi) 

Bifidobacterium cultures 
enhances natural immune 

function. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food is 

not 
sufficiently 
defined to 
be able to 

be 
assessed 

“Natural 
immune 
function” 

2011;9(4):20
47   

Non-
authoris

ed 
924 



 
 
 
 
 

 
 

86 

 

and the 
claim could 

not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Bifidobacterium adolescentis EI-
15 -ALB 1 (DSM 18351) 

- promotes the wellbeing of the 
intestine;- contributes to 

restoring intestinal bacterial 
flora;- contributes to the 
rebalancing of intestinal 

microflora;- improves the 
metabolic activity of intestinal 

microflora. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

303
9 

Art.13(
1) 

Bifidobacterium adolescentis EI-
18 -MB 227-BA05 (DSM 18352) 

- produces folic acid;- supports 
the maintenance of intestinal 
homeostasis;- promotes the 
wellbeing of the intestine. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

303
7 



 
 
 
 
 

 
 

87 

 

Art.13(
1) 

Bifidobacterium adolescentis EI-
3 -MB 239 (DSM 18350) 

- produces folic acid and 
riboflavin;- supports the 

maintenance of intestinal 
homeostasis;- contributes to the 

rebalancing of intestinal 
microflora;- promotes the 
wellbeing of the intestine. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

303
6 

Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis BB-12®, Lactobacillus 

acidophilus LA-5®, 
Lactbacillus bulgaricus LBY-27® 

and Streptococcus thermophilus 
STY-31® 

-intestinal comfort - helps to 
support digestive flora - helps to 
reduce uncomfortable intestinal 

disturbances 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

422
7 

Art.13(
1) 

Bifidobacterium animalis Lafti 
B94 (CBS118.529) 

probiotic enhances levels of 
beneficial microflora balances 

your intestinal microflora 
beneficially affects the intestinal 

flora supports a balanced 
beneficial gastro-intestinal 

microflora 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 

decreasing 
potentially 
pathogenic 
intestinal 

microorgani
sms 

2009;7(9):12
32 

  
Non-

authoris
ed 

867 



 
 
 
 
 

 
 

88 

 

has not 
been 

substantiat
ed. 

Art.13(
1) 

Bifidobacterium animalis ssp 
animalis THT 010401 

* Helps to strengthen natural 
defences * Stimulates immune 

system * Strengthens resistance 
of organism 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

959 

Art.13(
1) 

Bifidobacterium animalis ssp 
animalis THT 010401 

* Maintains/restores the 
balance of intestinal flora * 

Promotes intestinal comfort * 
Strengthens resistance of 

organism * Improves digestive 
health 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

958 



 
 
 
 
 

 
 

89 

 

Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis BB-12 ® 

- probiotic -support your natural 
defences; -strenghten the 

natural defense. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

Immune 
defence 
against 

pathogens 

2011;9(4):20
47 

  
Non-

authoris
ed 

863 

Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis BB-12 ® 

-Probiotic. -Contributes to a 
healthy level of natural good 

bacteria in your body, which can 
aid digestion. -Supports a 
healthy digstive system. -

Beneficially affects the intestinal 
flora. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

Decreasing 
potentially 
pathogenic 

gastro-
intestinal 

microorgani
sms 

2011;9(4):20
47 

  
Non-

authoris
ed 

866 

Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis BB-12® and Lactobacillus 
paracasei ssp. paracasei CRL-

431® 

- probiotic '-helps against slow 
transit; -improves the 
gastrointestinal flora. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

935 



 
 
 
 
 

 
 

90 

 

Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis BB-12® and Lactobacillus 

acidophilus LA-5® 

- probiotic -improves the 
microflora in elderly; -
beneficially affects the 

microflora; -helps to keep your 
digestive system in balance; -

helps maintain a healthy 
digestive system; -helps 

maintain a healthy gut flora. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

868 

Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis BB-12® and Lactobacillus 

acidophilus LA-5® 

- probiotic -helps to support 
your natural defences; -helps to 
strenghten the natural defense; 
-helps to stimulate the immune 

system 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

870 

Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis BB-12®, Lactobacillus 

acidophilus LA-5®, 
Lactbacillus bulgaricus LBY-27 

and Streptococcus 
thermophilus STY-31 

'- probiotic '-helps maintain a 
healthy gut flora -helps 

maintain intestinal comfort -
helps support the gut microflora 
-helps to reduce uncomfortable 

intestinal disturbances 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

920 



 
 
 
 
 

 
 

91 

 

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis BB-12®, Lactobacillus 

acidophilus LA-5®, Lactobacillus 
delbrueki ssp. bulgaricus LBY-27 

and Streptococcus 
thermophilus STY-31 

- probiotic -enhances/supports 
your bodys natural defence. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47   

Non-
authoris

ed 
919 

Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis Bf-6/Bif-6/CB111 

supports the natural beneficial 
gut flora ; contributes to healthy 

intestinal microflora ; 
contributes to healthy digestive 

system 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

decreasing 
potentially 
pathogenic 

gastro-
intestinal 

microorgani
sms 

2010;8(10):1
767 

  
Non-

authoris
ed 

422
8 

Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis Bf-6/Bif-6/CB111 

supports the natural beneficial 
gut flora ; contributes to healthy 

intestinal microflora ; 
contributes to healthy digestive 

system 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

increasing 
numbers of 

gastro-
intestinal 

microorgani
sms 

2010;8(10):1
767   

Non-
authoris

ed 

422
8 



 
 
 
 
 

 
 

92 

 

this 
claimed 

effect for 
this food is 

not a 
beneficial 

physiologic
al effect as 
required 

by the 
Regulation. 

Art.13(
1) 

Bifidobacterium animalis ssp. 
lactis Bf-6/Bif-6/CB111 

supports the natural beneficial 
gut flora ; contributes to healthy 

intestinal microflora ; 
contributes to healthy digestive 

system 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food is 

not 
sufficiently 
defined to 
be able to 

be 
assessed 
and the 

claim could 
not 

therefore 
be 

substantiat
ed. 

“healthy 
and 

balanced 
digestive 
system” 

2010;8(10):1
767 

  
Non-

authoris
ed 

422
8 

Art.13(
1) 

Bifidobacterium bifidum CNCM I-
373 

'- probiotic -helps maintain a 
healthy gut flora. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47   

Non-
authoris

ed 
861 



 
 
 
 
 

 
 

93 

 

Art.13(
1) 

Bifidobacterium bifidum I-3426 

' probiotic -helps to strenghten 
your body's natural defences; -
helps to strenghten the natural 
defenses; '-helps to stimulate 

the immune system 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

860 

Art.13(
1) 

Bifidobacterium bifidum I-3426 
- probiotic '-helps maintain a 

healthy gut flora; 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

859 

Art.13(
1) 

Bifidobacterium bifidum THT 
010101 

* Helps to strengthen natural 
defences * Stimulates immune 

system * Strengthens resistance 
of organism 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

964 



 
 
 
 
 

 
 

94 

 

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Bifidobacterium bifidum THT 
010101 

* Maintains/restores the 
balance of intestinal flora * 

Promotes intestinal comfort * 
Strengthens resistance of 

organism * Improves digestive 
health 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47   

Non-
authoris

ed 
963 

Art.13(
1) 

Bifidobacterium breve BR 03 
(DSM 16604) + Lactobacillus 

plantarum LP 01 (LMG P-21021) 

- supports the maintenance of 
intestinal homeostasis;- 

supports the maintenance of 
intestinal homeostasis in 
children;- contributes to 

reducing gastro-intestinal 
discomfort;- contributes to 
reducing gastro-intestinal 

discomfort in children;- reduces 
f 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70   

Non-
authoris

ed 

305
8 
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Art.13(
1) 

Bifidobacterium breve I-3425 
- probiotic '-helps balance the 

intestinal flora; -helps maintain 
digestive health. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

871 

Art.13(
1) 

Bifidobacterium breve I-3425 

- probiotic -helps body's natural 
defences; '-helps to strenghten 
the natural defenses; '-helps to 
stimulate the immune system 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

873 

Art.13(
1) 

Bifidobacterium breve THT 
010601 

* Helps to strengthen natural 
defences * Stimulates immune 

system * Strengthens resistance 
of organism 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

966 
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ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Bifidobacterium breve THT 
010601 

* Maintains/restores the 
balance of intestinal flora * 

Promotes intestinal comfort * 
Strengthens resistance of 

organism * Improves digestive 
health 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47   

Non-
authoris

ed 
965 

Art.13(
1) 

Bifidobacterium infantis Bi1 
(LMG P-17502), Bifidobacterium 

breve Bbr8 (LMG P-17501) 
and Bifidobacterium 

longum Bl10 (LMG P-17500) 

*balances your intestinal 
microflora * promotes and 

maintains intestinal health * 
promotes and maintains 

intestinal function * supports 
healthy gastrointestinal flora 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70   

Non-
authoris

ed 

293
9 
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Art.13(
1) 

Bifidobacterium infantis I-3424 
'- probiotic -helps maintain 

digestive health. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

874 

Art.13(
1) 

Bifidobacterium infantis I-3424 

- probiotic -helps body's natural 
defences; '-helps to strenghten 
the natural defenses; '-helps to 
stimulate the immune system 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

876 

Art.13(
1) 

Bifidobacterium infantis 
UCC35624 

Balances your healthy intestinal 
flora by enhancing levels of 

beneficial or healthy bacteria 
Promotes a well balanced gut 
flora by replenishing healthy, 

beneficial bacteria 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

875 
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ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Bifidobacterium infantis 
UCC35624 

Enhances the body’s natural 
immune response. Helps 

positively influence a healthy 
immune system 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47   

Non-
authoris

ed 

109
4 

Art.13(
1) 

Bifidobacterium infantis 
UCC35624 

Provides friendly bacteria that 
play an important role in basic 
digestion, proper metabolism 

and overall well-being. Will 
boost the level of natural good 

bacteria in your body, which can 
aid digestion and general well-

being 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47   

Non-
authoris

ed 

109
3 
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Art.13(
1) 

Bifidobacterium lactis B420 

Probiotics; '-helps to improve 
the level of natural good 
bacteria in your body; -

maintains the balance of 
healthy microflora; -beneficially 

affects the intestinal flora; 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

decreasing 
potentially 
pathogenic 

gastro-
intestinal 

microorgani
sms 

2010;8(10):1
767 

  
Non-

authoris
ed 

864 

Art.13(
1) Bifidobacterium lactis B420 

Probiotics; '-helps to improve 
the level of natural good 
bacteria in your body; -

maintains the balance of 
healthy microflora; -beneficially 

affects the intestinal flora; 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food is 

not a 
beneficial 

physiologic
al effect as 
required 

by the 
Regulation. 

increasing 
numbers of 

gastro-
intestinal 

microorgani
sms 

2010;8(10):1
767   

Non-
authoris

ed 
864 

Art.13(
1) 

Bifidobacterium lactis Bi-07 
(ATCC SD5220) 

- probiotic - helps body's natural 
defences; '- helps to strenghten 

the natural defenses; 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

300
8 
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Art.13(
1) 

Bifidobacterium 
pseudocatenulatum EI-20 -MB 

116 (DSM 18353) 

- produces folic acid and 
riboflavin;- supports the 

maintenance of intestinal 
homeostasis;- contributes to the 

rebalancing of intestinal 
microflora;- promotes the 
wellbeing of the intestine. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

303
8 

Art.13(
1) 

Dairy products containing the 
combination of three probiotic 

ingredients; Lactobacillus 
casei F19, Bifidobacterium lactis 
Bb12, Lactobacillus acidophilus 

La5 

Balances the gut flora. Supports 
a healthy gut flora. Support 
gastrointestinal conditions 
during antibiotic treatment 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

108
6 

Art.13(
1) 

Lactobacillus acidophilus (ATCC 
SD5221) & Bifidobacterium lactis 

ATCC SD5220 

Probiotics; -helps to strenghten 
your body's natural defences; -
helps to strengthen the natural 

defenses of children; -
contributes to enhance your 

body's resistance to cold & flu; -
contributes to enhance children 

's resistance to cold & flu; 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

869 
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ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus acidophilus (ATCC 
SD5221) and Bifidobacterium 

lactis (ATCC SD5219) 

'- probiotic '- Supports your 
immune system during the 

pollen season 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70   

Non-
authoris

ed 

301
0 

Art.13(
1) 

Lactobacillus 
acidophilus, Lactobacillus 
paracasei , Lactobacillus 

rhamnosus and Bifidobacterium 
lactis lactic acid bacteria 

Promotes gut activity Gut-
friendly Normalises gut activity 
Balances gut activity Maintains 
stomach and gut well-being For 
gut well-being Normalises the 

gut’s bacteria balance Balances 
the gut’s bacteria population 

For the protection of a healthy b 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47   

Non-
authoris

ed 

105
5 
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Art.13(
1) 

Lactobacillus acidophilus, 
Bifidobacterium (BB46); 

Bifidobacterium 
(BB02),Bifidobacterium 

Breve(Bbr8 LMG P-17501)CSL, 
Lactobacillus Rhamnosus ATC 
C53103 (LGG), Lactobacillus 
casei 101/37(Img P-17504), 

Lactobacillus delbruekii 
spp bulgaricus AY/CSL (LMG P1 

Enhances natural immune 
response. Helps to strengthen 

the immune defences. Helps to 
strenghten the natural 

defences.Helps to strenghten 
the body defences. Eneificially 

affects the intestinal microflora. 
Balances the intestinal 

microflora. Enhances level o 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

294
8 

Art.13(
1) 

Lactobacillus acidophilus, 
Bifidobacterium infantis, 
Bifidobacterium bifidum 

Probiotics (Lactobacillus 
acidophilus, Bifidobacterium 

infantis, Bifidobacterium 
bifidum) help to 

maintain/replenish the natural 
bacterial flora of the digestive 

tract 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

302
9 

Art.13(
1) 

Lactobacillus acidophilus, 
Bifidobacterium infantis, 
Bifidobacterium bifidum 

Probiotics (Lactobacillus 
acidophilus, Bifidobacterium 

infantis, Bifidobacterium 
bifidum) help maintain proper 
functioning of digestive tract 

help to regulate intestinal 
function 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

302
8 



 
 
 
 
 

 
 

103 

 

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Lactobacillus acidophilus, 
Bifidobacterium infantis, 
Bifidobacterium bifidum 

Probiotics (Lactobacillus 
acidophilus, Bifidobacterium 

infantis, Bifidobacterium 
bifidum) help to maintain 

property functioning of immune 
system 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70   

Non-
authoris

ed 

303
0 

Art.13(
1) 

Lactobacillus gasseri PA 16/8 and 
Bifidobacterium bifidum MF 

20/5 

- probiotic -helps to maintain a 
healthy gut flora; -beneficial for 
maintaining a healthy intestinal 
flora; '-contributes to a healthy 
digestive system by supporting 

a well-balanced gut flora 
through an increased number of 

beneficial bacteria in the gut. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47   

Non-
authoris

ed 
936 
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Art.13(
1) 

Lactobacillus gasseri PA 16/8, 
Bifidobacterium bifidum MF 

20/5, Bifidobacterium longum SP 
07/3 

Helps maintain a healthy gut 
flora. Helps to balance your 

intestinal flora. Helps to protect 
the intestinal tract against 
harmful intestinal bacteria. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

933 

Art.13(
1) 

Lactobacillus johnsonii La-
19/CLbA5 and Bifidobacterium 

animalis ssp. lactis Bf-6/Bif-
6/CB111 

(Biogarde®/Bioghurt®/Bigarde®/
Bighurt®-Cultures) 

- probiotic -
Biogarde®/Bioghurt®/Bigarde®/

Bighurt®-Cultures activate/ 
stimulate the body's natural 

(immune) defences. 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

932 

Art.13(
1) 

Lactobacillus johnsonii La-
19/CLbA5 and Bifidobacterium 

animalis ssp. lactis Bf-6/Bif-
6/CB111 

(Biogarde®/Bioghurt®/Bigarde®/
Bighurt®-Cultures) 

- probiotic -
Biogarde®/Bioghurt®/Bigarde®/
Bighurt®-Cultures support the 
natural beneficial gut flora; -

Biogarde®/Bioghurt®/Bigarde®/
Bighurt®-Cultures support the 
natural beneficial gut flora and 
activate/stimulate thereby the 
metabolism and the natural de 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

940 
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ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Lactobacilus acidophilus 
CUL60 Lactobacillus casei LC11 
Bifidobacterium lactis CUL34 

-improves intestinal 
environment and functionality. -

maintains healthy digestive 
system -supports good digestive 
function -maintains balance of 

healthy microflora 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

109
7 

Art.13(
1) 

Lactobacilus 
acidophilus, Lactobacillus 
paracasei , Lactobacillus 

rhamnosus and Bifidobacterium 
lactis lactic acid bacteria 

Supports the body’s own 
defence mechanism /immunity 

Maintains natural defence 
mechanism /immunity Helps 
strengthen natural immunity 

Probiotic 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

105
6 
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Art.13(
1) 

Morinaga Bifidobacterium 
longum BB536 

Bifidobacterium longum BB536 
is a probiotic that promotes 

bowel regularity 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

improveme
nt of bowel 
regularity 

2011;9(4):20
41 

  
Non-

authoris
ed 

300
4 

Art.13(
1) 

Morinaga Bifidobacterium 
longum BB536 

Bifidobacterium longum BB536 
is a probiotic that supports the 

immune system Clarification 
provided Bifidobacterium 

longum BB536 is a probiotic 
that supports the immune 

system by helping the body's 
natural resistance to allergens 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

normal 
resistance 
to cedar 
pollen 

allergens 

2011;9(4):20
41 

  
Non-

authoris
ed 

300
6 

Art.13(
1) 

Morinaga Bifidobacterium 
longum BB536 

“Bifidobacterium longum BB536 
is a probiotic that promotes a 
healthy balance of intestinal 
bacteria” “Bifidobacterium 
longum BB536 is a probiotic 

that suppresses the growth of 
harmful intestinal bacteria” 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this 
claimed 

effect for 
this food 
has not 

been 
substantiat

ed. 

decreasing 
potentially 
pathogenic 
intestinal 

microorgani
sms 

2011;9(4):20
41   

Non-
authoris

ed 

300
5 

Art.13(
1) 

Probiotic strain: Bifidobacterium 
lactis BI-07 (Formerly known as 
Bifidobacterium infantis BI-07) 

Beneficially balances the 
intestinal immune response 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

299
3 



 
 
 
 
 

 
 

107 

 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Probiotic strain: Bifidobacterium 
lactis BI-07 (Formerly known as 
Bifidobacterium infantis BI-07) 

Helps to restore the intestinal 
microbiota during and after 

antibiotic use 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

299
2 

Art.13(
1) 

Probiotic strain: Bifidobacterium 
lactis Bl-04 (Formerly known as 

Bifidobacterium lactis BL-01 
and Bifidobacterium longum BI-

04) 

Beneficially balances the 
intestinal immune response 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70   

Non-
authoris

ed 

299
5 
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Art.13(
1) 

Probiotic strain: Bifidobacterium 
lactis Bl-04 (Formerly known as 

Bifidobacterium lactis BL-01 
and Bifidobacterium longum BI-

04) 

Helps to restore the intestinal 
microbiota during and after 

antibiotic use 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

299
4 

Art.13(
1) 

Probiotic strain: Bifidobacterium 
lactis W51 

Enhances levels of beneficial 
bacteria in the intestine 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

300
2 

Art.13(
1) 

Probiotic strain: Bifidobacterium 
lactis W51 

Helps to increase sIgA levels 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

300
3 
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ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Probiotic strain: Bifidobacterium 
lactis W52 (Formerly known as 
Bifidobacterium infantis W52) 

Balances the immune system 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70   

Non-
authoris

ed 

298
9 

Art.13(
1) 

Probiotic strain: Bifidobacterium 
lactis W52 (Formerly known as 
Bifidobacterium infantis W52) 

Enhances levels of beneficial 
bacteria in the intestine 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70   

Non-
authoris

ed 

298
7 
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Art.13(
1) 

Probiotic strain: Bifidobacterium 
lactis W52 (Formerly known as 
Bifidobacterium infantis W52) 

Helps to increase general 
wellbeing (when constipated) 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

299
0 

Art.13(
1) 

Probiotic strain: Bifidobacterium 
lactis W52 (Formerly known as 
Bifidobacterium infantis W52) 

Helps to strengthen the 
intestinal gut barrier 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2010;8(2):14
70 

  
Non-

authoris
ed 

298
8 

Art.13(
1) 

Probiotics & Prebiotics as 
contained in the probiotic 

formula ProbioStart: 
Bifidobacterium infantis (CNCM 
I-3424), Bifidobacterium bifidum 

(CNCM I-3426), Lactobacillus 
acidophilus (CNCM I-1722), 

Fructooligosaccharides. 

Specially formulated for infants 
and children to support healthy 

digestion and immunity. For 
Pregnant and breastfeeding 
women to maintain healthy 

levels of the appropriate types 
of beneficial bacteria for child 
health A unique probiotic & 

prebiotic blend 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

929 
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ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

Art.13(
1) 

Probiotics (Lactobacillus 
acidophilus, Bifidobacterium 

breve, Bifidobacterium longum, 
Bifidobacterium infantis) & 

Antioxidants (Vitamin C, Green 
Tea Extract, Grape Seed Extract, 
Pine Bark Extract) as contained 

in the probiotic formula 
Immunox 

Immunox Probiotic and 
Antioxidant supports digestive 

health and immunity. Immunox 
Probiotic supports immunity 
and resistance to infection. 

Immunox Probiotic and 
Antioxidant strengthens the 

body’s natural defences 
Immunox is a probiotic and 

antioxidant 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

109
6 

Art.13(
1) 

Probiotics and Prebiotics as 
contained in the formula 

AntiBloat: Bifidobacterium 
bifidum (CNCM I-

3426), Lactobacillus casei (CNCM 
MA 64U), Lactobacillus 

acidophilus (CNCM I-1722), 
Lactococcus lactis (CNCM 

MA67/4J), 
Fructooligosaccharides (FOS) 

AntiBloat Probiotic & Prebiotic 
improves digestion and 

intestinal transit alleviating 
bloating from the build up of 
unhealthy wastes caused by 

putrefying pathogenic bacteria. 
For a comfortably flat stomach 

AntiBloat supports a healthy 
balance of friendl 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

925 
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Art.13(
1) 

Probiotics as contained in the 
probiotic formula Travla: 
Saccharomyces boulardii, 

Lactobacillus acidophilus (CNCM 
I-1722), Lactobacillus 
rhamnosus (CNCM I-

1720), Bifidobacterium 
longum (CNCM I-3470) 

Travla probiotic maintains 
digestive health and immunity 

when eating and drinking 
abroad. Travla probiotic helps 

prevent digestive upsets caused 
by pathogenic organisms when 

travelling abroad 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

928 

Art.13(
1) 

Yeo Valley yoghurt products 
containing the probiotic bacteria 

Bifidobacterium animalis ssp. 
lactis BB-12 ® and Lactobacillus 

acidophilus LA-5 ® 

It’s Bio-Live. Each spoonful 
contains millions of bacteria 

that help to maintain the 
balance of natural flora in your 
body, which can aid digestion 

and general well-being. Helps to 
maintain harmony in your 
digestive system Helps to 

maintain a healthy d 

Non-
complianc
e with the 
Regulation 
because on 

the basis 
of the 

scientific 
evidence 
assessed, 

this food is 
not 

sufficiently 
characteris

ed for a 
scientific 

assessmen
t of this 
claimed 

effect and 
the claim 
could not 
therefore 

be 
substantiat

ed. 

not 
validated 

2009;7(9):12
47 

  
Non-

authoris
ed 

942 

 

El enfoque utilizado en la evaluación de las declaraciones de propiedades saludables del artículo 13 (1) se explica en la 
guía general para las partes interesadas sobre la evaluación de las declaraciones de propiedades saludables del artículo 
13.1, 13.5 y 1489. Al evaluar cada relación específica entre alimentos y salud que forma la base de una declaración de 

 
8 EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA); General guidance for stakeholders on the evaluation of Article 13.1, 
13.5 and 14 health claims. EFSA Journal 2011;9(4):2135. [24 pp.]. 

9 EFSA NDA Panel (EFSA Panel on Dietetic Products, Nutrition and Allergies), 2016. General scientific guidance for stakeholders on 
health claim applications. EFSA Journal 2016;14(1):4367, 38 pp. 
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propiedades saludables, el Panel NDA de EFSA considera en qué medida el alimento / componente está definido y 
caracterizado; el efecto reivindicado está definido y es un efecto fisiológico beneficioso ("beneficioso para la salud 
humana"); y se establece una relación de causa y efecto entre el consumo del alimento / constituyente y el efecto 
declarado (para el grupo destinatario en las condiciones de uso propuestas). La sustanciación de la declaración depende 
de un resultado favorable de la evaluación de los puntos anteriores. Por lo tanto, se considera que no se establece una 
relación de causa y efecto si el resultado de cualquiera de estas evaluaciones es desfavorable. Para una declaración, 
cada relación entre un alimento / constituyente y un efecto declarado se evalúa por separado, y las evaluaciones 
individuales se combinan, según corresponda, para formar opiniones coherentes. 

Existen una serie de declaraciones que han sido consideradas por EFSA como relacionadas con "beneficios generales 
y no específicos" por lo que se considera que están fuera del alcance del Reglamento 1924/2006.  Sin embargo, el 
Artículo 10.3 del Reglamento permite referencias a beneficios generales y no específicos, siempre que estén 
acompañados de una declaración de propiedades saludables específica y aprobada.  Esto significa, que las 
declaraciones rechazadas por la EFSA por ser demasiado generales sigue permitiéndose su uso y la Comisión no debería 
tomar medidas para prohibirlas cuando adopte medidas para prohibir las declaraciones de propiedades saludables 
rechazadas por otras razones, como falta de prueba de causa y efecto. 

Las declaraciones referidas a microorganismos consideradas por EFSA como generales y no específicas son las 
siguientes101112: 

PUBLICACION COMENTARIO DE EFSA 

EFSA Journal 2010;8(10):1738 

The claimed effects refer to energy and vitality, invigoration of the body, general 
health, rejuvenation, tonic, stimulant and metabolic benefits. The Panel considers 

that the claimed effects are not sufficiently defined. As no further details were 
provided in the proposed wordings or the clarifications provided by Member 
States, no specific claimed effects could be defined. The Panel considers that 

these claimed effects are general and non-specific and do not refer to any specific 
health claim as required by Regulation (EC) No 1924/2006. 

 
10 EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA); Scientific Opinion on the substantiation of health claims related to 
various food(s)/food constituent(s) and energy and vitality (ID 18, 26, 62, 105, 122, 145, 165, 3962, 4054, 4440), invigoration of the body 
(ID 2383, 2386, 2391, 2393, 2409, 2441, 2463, 2488, 3834, 3883), general health (ID 1313, 3348, 4182, 4613), rejuvenation (ID 3981, 
4023), tonic (ID 1703, 3462, 3581, 4418), stimulant (ID 3190, 3506) and metabolic benefits (ID 4438) pursuant to Article 13(1) of 
Regulation (EC) No 1924/2006. EFSA Journal 2010;8(10):1738. [21 pp.]. 

11 EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA); Scientific Opinion on the substantiation of health claims related to a 
combination of Lactobacillus helveticus CNCM I-1722 and Bifidobacterium longum subsp. Longum CNCM I-3470 and alleviation of 
psychological stress (ID 938) and “maintains the balance of healthy microbiota that helps to strengthen the natural defence” (ID 2942) 
(further assessment) pursuant to Article 13(1) of Regulation (EC) No 1924/2006. EFSA Journal 2012;10(8):2849. [18 pp.]. 

12 EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA); Scientific Opinion on the substantiation of health claims related to the 
substantiation of health claims related to various and reduction of gastrointestinal discomfort (ID 1030, 2956, 2958, 2961, 2963, 2966, 
2970), decreasing potentially pathogenic gastro-intestinal microorganisms (ID 1030, 2956, 2958, 2961, 2963, 2966, 2970), improved 
lactose digestion (ID 1030, 2956, 2958, 2961, 2963, 2966, 2970), “intestinal flora/digestive health” (ID 4231), defence against vaginal 
pathogens (ID 2950, 2957, 2967) and increasing IL-10 production and/or enhancing the activity of natural killer cells (ID 2960, 2962, 
2971) (further assessment) pursuant to Article 13(1) of Regulation (EC) No 1924/2006. EFSA Journal 2012;10(8):2858. [34 pp.]. 
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EFSA Journal 2012;10(8):2849 

The claimed effect, which is proposed for further assessment, is “maintains the 
balance of healthy microbiota that helps to strengthen the natural defence”. The 
proposed target population is the general population. The Panel notes that from 
the information provided it was not possible to establish the specific effect which 
is the subject of the claim. The Panel considers that the claimed effect is general 
and non-specific, and does not refer to any specific health claim as required by 

Regulation (EC) No 1924/2006. 

EFSA Journal 2012;10(8):2858 

No health relationship is proposed for further assessment. The health 
relationship submitted in the consolidated list for the initial assessment was 

“intestinal flora/digestive health”. The target population is assumed to be the 
general population. On the basis of the data presented, the Panel considers that 
the claimed effect is general and non-specific, and does not refer to any specific 

health claim as required by Regulation (EC) No 1924/2006. 

 

Así pues, podríamos realizar las siguientes menciones genéricas: 

Flora intestinal / salud digestiva 

 Mantiene el equilibrio de la microbiota saludable que ayuda a fortalecer las defensas naturales  

Beneficios tónicos, estimulantes y metabólicos 
Energía y vitalidad 
Rejuvenecimiento 

Salud general 
Vigorización del cuerpo 

 

Finalmente, de conformidad a la Decisión de Ejecución de la Comisión de 24 de enero de 201313, el artículo 10, 
apartado 3 del Reglamento, permite utilizar, sin autorización previa y con arreglo a condiciones específicas, menciones 
sencillas, atractivas, que hagan referencia a beneficios generales, no específicos, de un alimento relativos a la buena 
salud en general o al bienestar relativo a la salud. Entiende que la utilización de dichas menciones podría ser de utilidad 
para los consumidores, toda vez que transmitiría mensajes más adaptados a los mismos.  La Comisión también apunta 
que aquellas declaraciones que fueron consideradas durante su evaluación científica demasiado generales o poco 
específicas para ser evaluadas y que, por ello, no pudieron ser evaluadas o autorizadas, no excluye que dichas 
declaraciones puedan beneficiarse de las disposiciones establecidas en el artículo 10, apartado 3, y, por tanto, 
puedan utilizarse legalmente cuando van acompañadas de una declaración específica de la lista de declaraciones de 
propiedades saludables permitidas con arreglo a dicho artículo.  

 
13 Decisión de Ejecución de la Comisión, de 24 de enero de 2013 , por la que se adoptan directrices para la aplicación de las condiciones 
específicas relativas a las declaraciones de propiedades saludables establecidas en el artículo 10 del Reglamento (CE) Nº 1924/2006 del 
Parlamento Europeo y del Consejo. 
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Los alimentos están destinados a ser ingeridos por el consumidor, pero la comunicación no se limita al área 
B2C. En el mundo moderno, la comercialización de un producto comienza regularmente con la materia 
prima, toma varios pasos de procesamiento y pasa una cadena de distribución. Por lo tanto, la comunicación 
dentro de los negocios es muy importante para el éxito de un producto. Sin embargo, surge la pregunta si la 
comunicación dentro de las empresas está bajo el mismo marco legal que la comunicación del consumidor. 
Seguidamente analizamos si el Reglamento (CE) 1924/2006 también regula el uso de declaraciones 
nutricionales y de propiedades saludables hechas B2B. El Reglamento en sí no proporciona una respuesta 
definitiva, pero existen argumentos convincentes de que las declaraciones nutricionales y de propiedades 
saludables, que no están dirigidas al consumidor final, están fuera del alcance del Reglamento. 

En 2015, en una disputa entre una asociación alemana que protege los intereses comerciales de sus 
miembros y una compañía que vende un suplemento nutricional, surgieron preocupaciones con respecto a 
algunas declaraciones hechas en el correo publicitario enviado por la compañía de suplementos 
exclusivamente a los médicos. El Landgericht München I (Tribunal Regional de Múnich I) presentó una 
solicitud de decisión preliminar ante el Tribunal de Justicia de la Unión Europea en relación con la 
interpretación del artículo 1, apartado 2, del Reglamento (CE) Nº 1924/200614. 

Se solicitó al Tribunal de Justicia, por primera vez, que determinara si los requisitos del Reglamento 
1924/2006 se aplican a las declaraciones nutricionales y de propiedades saludables en las comunicaciones 
comerciales sobre alimentos para la venta a los consumidores finales, si tales comunicaciones no se dirigen a 
esos consumidores, sino a exclusivamente a profesionales (sanitarios). 

Innova Vital afirmó que las comunicaciones comerciales enviadas exclusivamente a profesionales no deben 
considerarse regidas por las disposiciones del Reglamento 1924/2006. Por el contrario, los Gobiernos griego 
y francés y la Comisión alegaron que el ámbito de aplicación del Reglamento debería abarcar ese caso. 

En su dictamen emitido el 18 de febrero de 2016, el Abogado General15 compartió esta última opinión, 
basada en una interpretación teleológica y contextual del Reglamento 1924/2006. Según el Abogado 
General, el Reglamento 1924/2006 persigue el doble objetivo de "garantizar el funcionamiento efectivo del 
mercado interior" y proporcionar "un alto nivel de protección al consumidor", principalmente al permitir a 
los consumidores tomar decisiones dietéticas informadas gracias a la información objetiva y basado en 
evidencia. Dichos objetivos requieren una interpretación amplia del ámbito de aplicación del Reglamento 
1924/2006. 

En el considerando 39 el Abogado General afirma “En efecto, el legislador no ha establecido ninguna 
distinción en función de la condición del destinatario de las comunicaciones que contengan declaraciones 
nutricionales y de propiedades saludables objeto de dicho Reglamento. Los únicos requisitos recogidos en 
este último se refieren al objeto y a la naturaleza de dichas comunicaciones. Éstas deben, por una parte, 
referirse a alimentos que se suministren a un consumidor final, y, por otra, revestir un «carácter comercial» 

 
14 Reglamento (CE) n o 1924/2006 del Parlamento Europeo y del Consejo, de 20 de diciembre de 2006 , relativo a las declaraciones 
nutricionales y de propiedades saludables en los alimentos. 

15 Conclusiones Del Abogado General Sr. Henrik Saugmandsgaard ØE presentadas el 18 de febrero de 2016 en el Asunto C‑19/15: 
Verband Sozialer Wettbewerb eV contra Innova Vital GmbH. 
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bien sea en forma de etiquetado o de presentación de tales alimentos, o bien —como ocurre en el 
procedimiento principal— de publicidad de productos alimenticios. Por lo tanto, lo que debe estar 
destinado a los consumidores es el propio producto y no la comunicación de que es objeto1617181920.  

En su decisión21, el Tribunal de Justicia siguió la opinión de su Abogado General y se basó en una lectura 
estrictamente literal del artículo 1, apartado 2, del Reglamento 1924/2006 para justificar la expresión "que 
debe entregarse al consumidor final" que se refiere, según el Tribunal de Justicia, a los propios productos 
alimenticios y no a las comunicaciones relacionadas con los mismos.  

La consecuencia más llamativa de este razonamiento es las comunicaciones realizadas por los fabricantes 
de ingredientes no B2B tendrían que atenerse a las normas del Reglamento (CE) Nº 1924/2006 siempre 
que el ingrediente objeto de la comunicación no esté destinado a ser entregado como tal al consumidor 
final (como producto de ingrediente único). 

Esta interpretación significará, además, que las comunicaciones comerciales B2B sobre declaraciones de 
propiedades saludables o nutricionales no autorizadas en virtud del Reglamento 1924/2006 deben garantizar 
que su objetivo no sea llegar a los consumidores, directa o indirectamente. 

Tras estas notas de la Jurisprudencia, numerosas empresas están empleando nombres de fantasía para sus 
ingredientes y abriendo Websites específicos donde explican las bondades de dichos ingredientes siendo 
esto regulatoriamente legal. 

 

 
16 Directiva 2000/13/CE del Parlamento Europeo y del Consejo, de 20 de marzo de 2000, relativa a la aproximación de las legislaciones 
de los Estados miembros en materia de etiquetado, presentación y publicidad de los productos alimenticios. 

17 Ballke, Ch. Nutrition and Health Claims in B2B Communications — Is Regulation (EC) 1924/2006 Applicable?. European Food and 
Feed Law Review 2011 6, no. 3: 153-58. 

18 Posición Común (CE) Nº 2/2006 aprobada por el Consejo el 8 de diciembre de 2005 con vistas a la adopción del Reglamento (CE) no 
…/2006 del Parlamento Europeo y del Consejo, de …, sobre la adición de vitaminas, minerales y otras determinadas sustancias a los 
alimentos (COM(2003)0424 – C6-0329/2003 – 2003/0165(COD)). 

19 Propuesta de Reglamento del Parlamento Europeo y del Consejo sobre las alegaciones nutricionales y de propiedades saludables en 
los alimentos. COM(2003) 424 final/2003/0165 (COD). Bruselas, 16.7.2003. 

20 Informe de 12 de mayo de 2005 sobre la propuesta de Reglamento del Parlamento Europeo y del Consejo relativo a las alegaciones 
nutricionales y de propiedades saludables en los alimentos. PE 353.302v02-00/A6-0128/2005. 

21 Sentencia del Tribunal de Justicia (Sala Tercera) de 14 de julio de 2016: «Procedimiento prejudicial — Protección de los consumidores 
— Reglamento (CE) Nº 1924/2006 — Declaraciones nutricionales y de propiedades saludables en los alimentos — Artículo 1, apartado 2 
— Ámbito de aplicación — Alimentos destinados a ser suministrados como tales al consumidor final — Declaraciones efectuadas en una 
comunicación de carácter comercial dirigida exclusivamente a profesionales de la salud» en el asunto C-19/15. 


