
 
NOTIFICATIONS PURSUANT TO ARTICLE 5 OF REGULATION (EC) N° 258/97 OF THE EUROPEAN PARLIAMENT AND OF THE 
COUNCIL (April 2007) 
 
With regard to genetically modified foods and food ingredients which do no longer fall under the scope of Regulation (EC) No 258/97 (former 
category b of Article 1(2)) see register pursuant to Article 28 of Regulation (EC) N° 1829/2003 as from 18 April 2005 (marked yellow) 
 

 Applicant Description of 
Food or Food Ingredient 

Scientific Evidence Notification Transmission 
to Member 

States 
1 AgrEvo UK Limited 

Chesterford Park 
Saffron Walden 
UK - Essex CB10 1XL 

Processed oil from genetically 
modified canola seed, transformation 
event TOPAS 19/2 and all 
conventional crossed 

“Report on oil from a genetically 
modified (GM) glufosinate 
ammonium tolerant oilseed 
rape” 
(ACNFP)1 (UK) 

9 June 1997 
 
 

24 June 1997 

2a Plant Genetic Systems N.V. 
Jozef Plateaustraat 22 
B – 9000 Gent 

Processed oil from genetically 
modified oilseed rape seed derived 
from: i) male sterile MS1Bn (B91-4) 
oilseed rape line and all conventional 
crosses; ii) fertility restorer RF2Bn 
(B94-2) oilseed rape line and all 
conventional crosses; iii) hybrid 
combination MS1XRF2 

“Report on oil from a fertility 
restorer line for use in a hybrid 
breeding programme for 
genetically modified (GM) 
oilseed rape” (ACNFP)1 (UK) 

10 June 1997 
 
 

24 June 1997 
 
again 
 
28 July 1998 

2b Plant Genetic Systems N.V. 
Jozef Plateaustraat 22 
B - 9000 Gent 

Processed oil from genetically 
modified oilseed rape seed derived 
from: i) male sterile MS1Bn (B91-4) 
oilseed rape line and all conventional 
crosses; ii) fertility restorer RF1Bn 
(B93-101) oilseed rape line and all 
conventional crosses; iii) hybrid 

“Report on oil from a fertility 
restorer line for use in a hybrid 
breeding programme for 
genetically modified (GM) 
oilseed rape” (ACNFP)1; and 
“Report on oil from genetically 
modified oilseed rape” 

10 June 1997 
 
 

24 June 1997 
 
again 
 
28 July 1998 



combination MS1XRF1 (ACNFP)1 (UK) 
 

3 Monsanto Services International 
S.A 
Avenue de Tervuren 270-272 
B - 1150 Brussels 

Refined oil from glyphosate tolerant 
oilseed rape line GT73 

“Report on oil from genetically 
modified (GM) glyphosate 
tolerant oilseed rape” (ACNFP)1 

(UK) 

10 November 
1997 
 
 

21 November 
1997 

4 Monsanto Services International 
S.A 
Avenue de Tervuren 270-272 
B - 1150 Brussels 

Food and food ingredients produced 
from maize flour, maize gluten, maize 
semolina, maize starch, maize glucose 
and maize oil derived from the progeny 
of maize line MON 810 

“Report on processed products 
from genetically modified (GM) 
insect protected maize” 
(ACNFP)1 (UK) 

10 December 
1997 
 
 

6 February 1998 

5 AgrEvo France S.A. 
Les Algorithmes 
Bâtiment Thalès 
Saint Aubin 
F - 91197 Gif-sur-Yvette Cedex 

i) Starch and all its derivatives; ii) 
crude and refined oil; iii) all heat-
processed or fermented products 
obtained from hominys, grits and flour 
(dry milled fragments) obtained from 
the genetically modified maize, 
tolerant to glufosinate ammonium, 
transformation event T25 and all the 
varieties derived from 

“Report on processed products 
from genetically modified (GM) 
glufosinate ammonium tolerant 
maize” (ACNFP)1 (UK) 

12 January 1998 
 
 

6 February 1998 

6 Novartis Seeds AG 
Schwarzwaldallee 215 
CH - 4058 Basel 

Food and food ingredient products 
derived from the original transformant 
Bt11 crossed with the Northrup King 
Company inbred line #2044 (maize), as 
well as from any inbred and hybrid 
lines derived from it and containing the 
introduced genes 

ACNFP1 (UK) Report on grain 
from maize genetically modified 
for insect resistance 

30 January 1998 
 
 

6 February 1998 

7 Pioneer Overseas Corporation 
Avenue Tedesco, 7 
B – 1160 Brussels 

Novel foods and novel food 
ingredients produced from gentically 
modified maize line MON 809 

ACNFP1 (UK) Report on 
genetically modified (GM) 
insect protected maize Pioneer 

14 October 
1998 
 

23 October 1998 



Hi-bred International – line 
MON 809 

 

8 Hoechst Schering, 
AgrEvo GmbH 
Industriepark Hoechst 
AgrEvo-Haus K 607 
D – 65926 Frankfurt am Main 

Processed oil from genetically 
modified oilseed rape derived from 
Falcon GS 40/90 

BgVV2 (D) Stellungnahme zur 
wesentlichen Gleichwertigkeit 
des aus der transgenen, 
Glufosinat-toleranten Rapssorte 
Falcon GS/40/90 gewonnenen 
raffinierten Speiseöls 

21 October 
1999 
 
 

8/9 November 
1999 

9 Hoechst Schering, 
AgrEvo GmbH 
Industriepark Hoechst 
AgrEvo-Haus K 607 
D – 65926 Frankfurt am Main 

Processed oil from genetically 
modified oilseed rape derived from 
Liberator L62 

BgVV2  (D) Stellungnahme zur 
wesentlichen Gleichwertigkeit 
des aus der transgenen, 
Glufosinat-toleranten Rapssorte 
Liberator pHoe6/Ac 
gewonnenen raffinierten 
Speiseöls 

21 October 
1999 
 
 

8/9 November 
1999 

10 Plant Genetic Systems N.V. 
Jozef Plateaustraat 22 
B – 9000 Gent 

Processed oil from genetically 
modified oilseed rape derived from: the 
male sterile MS8 (DBN 230-0028) 
oilseed rape line and all conventional 
crosses; the fertility restorer RF 
(DBN212-0005) oilseed rape line and 
all conventional crosses; the hybrid 
combination MS8 x RF3 

BgVV2  (D) Stellungnahme zur 
wesentlichen Gleichwertigkeit 
des aus der transgenen, 
Glufosinat-toleranten Rapssorte 
MS8/RF3 gewonnenen, 
raffinierten Speiseöls 

21 October 
1999 
 
 

8/9 November 
1999 

11 F. Hoffman – La Roche Ltd. 
Vitamins & Fine Chemicals 
Regulatory Affairs 
Bldg 241/283 
CH – 4070 Basel 

Riboflavin from Bacillus subtilis as 
nutrient 

ACNFP1 (UK) Report on 
Riboflavin from fermentation 
using genetically modified (GM) 
Bacillus subtilis 

20 March 2000 26 April 2000 

12 Mr. Jean-Pierre Clavié 
“Vidalou” 

“Huile d’amandon de pruneau” AFSSA3 (F) Avis relatif à la 
mise sur le marché d’une “Huile 

24 July 2000 4 August 2000 



F – 47300 Pujols vierge d’amandons de pruneaux”
13 Ms Catherine Drevet 

CD & A sarl 
14 avenue de l’opera 
F – 75001 Paris 

Huile d’argan 
(Argania spinosa L.) 

AFSSA3 (F) Avis relatif à 
l’évaluation de l’équivalence en 
substance de l’huile d’argan 
(Argania spinosa L.) avec 
d’autres huiles alimentaires 

23 July 2002 26 August 2002 

14 Monsanto Services International 
Avenue de Tervuren 270-272 
B – 1150 Brussels 

Cottonseed oil from genetically 
modified cotton line 1445 (herbicide 
resistant) 

ACNFP1 (UK) Request for an 
Article 5 opinion on the 
substantial equivalence of cotton 
seed oil and food ingredients 
derived from Roundup® Ready 
cotton 

24 July 2002 
 
 

19 December 
2002 

15 Monsanto Services International 
Avenue de Tervuren 270-272 
B – 1150 Brussels 

Cottonseed oil from genetically 
modified cotton line 531 (insect 
protected) 

ACNFP1 (UK) Request for an 
Article 5 opinion on the 
substantial equivalence of 
cottonseed oil and food 
ingredients derived from insect 
protected cottonseed 

24 July 2002 
 
 

19 December 
2002 

16 Innovalg S.A.R.L. 
Centre d’Algoculture 
Polder du Dain 
F – 85230 Bouin 

Microalga Odontella aurita AFSSA3 (F) Avis de l’Agence 
française de sécurité sanitaire 
des aliments relatif à la demande 
d’évaluation de la démonstration 
de l’équivalence en substance 
d’une microalgue Odontella 
aurita avec des algues autorisées 

9 December 
2002 

19 December 
2002 

17 NCT Nord Trading GmbH 
Albert-Schweitzer-Str. 20 
D – 85375 Neufahrn b. Freising 

Juice of the fruits of Morinda citrifolia BVL4 (D) Stellungnahme zur 
Feststellung der wesentlichen 
Gleichwertigkeit von Saft aus 
der Frucht der Spezies Morinda 
citrifolia L. der Firma NCT 

10 November 
2003 

5 December 2003 



Trading GmbH mit dem als 
neuartige Lebensmittelzutat 
zugelassenen „Noni Saft“ 

17a Will & Co. B.V. 
Postbus 46 
NL 1170 AA Badhoevedorp 
Dellaertlaan 24 
NL 1171 HG Badhoevedorp 

Juice of the fruits of Morinda citrifolia See 17 
Confirmed by 
Ministerie van 
Volksgezondheid, Welzijn en 
Sport (NL) 

22 June 2004 6 July 2004 

17b Svane Trading ApS 
Rypevang 4 
DK – 3450 Allerød 

Juice of the fruits of Morinda citrifolia See 17 
Confirmed by BVL4 (D) for 
MfFLoF 7 (DK) 
 

6 July 2004 16 July 2004 

17c Xerion Overseas 
Hauptstrasse 36-38 
D – 91278 Pottenstein 

Juice of the fruits of Morinda citrifolia See 17 
Confirmed by BVL4 (D)  

10 August 2004 16 August 2004 

18 Nutrinova 
Industriepark Höchst 
D – 65926 Frankfurt am Main 

DHA (docohexanoic-acid)-rich 
microalgal oil (DHActive™) 

BfR5 (D) Stellungnahme zur 
Feststellung der wesentlichen 
Gleichwertigkeit des DHA45-
Öls mit dem als neuartige 
Lebensmittelzutat zugelassenen 
Omega Gold™-Öl 

10 November 
2003 

24 December 
2003 

19 Paracelsus Haus GmbH 
Freistädter Straße 236 
A – 4040 Linz 

Noni juice (juice of the fruits of 
Morinda citirfolia) 

AGES6 (A) Antrag auf 
Feststellung der wesentlichen 
Gleichwertigkeit nach Art. 3 
Abs. 4 VO (EG) Nr. 258/97 für 
„Bula Noni® Juice 100% Saft 
aus der Frucht der Spezies 
Morinda citrifolia L.“ der Fa. 
„Paracelsus Haus Handels- und 
Dienstleistungs GmbH“ als 

23 December 
2003 

14 January 2004 



neuartige Lebensmittelzutat 
20 GSE-Vertrieb 

Biologische Nahrungsergänzungs- 
und Heilmittel GmbH 
Saargemünder Str. 18 
D – 66119 Saarbrücken 

Noni juice (juice of the fruits of 
Morinda ctrifolia) 

BVL4 (D) Stellungnahme zur 
Feststellung der wesentlichen 
Gleichwertigkeit von Saft aus 
der Frucht der Spezies Morinda 
citrifolia L. der Firma GSE-
Vertrieb mit dem als neuartige 
Lebensmittelzutat zugelassenen 
„Noni-Saft“ (Saft aus der Frucht 
der Spezies Morinda citrifolia 
L.) der Fa. Morinda Inc. 

24 December 
2003 

26 January 2004 

21 Botanical Products International 
F.M. Brenner GmbH 
Hauptstrasse 10 
A – 2392 Wienerwald/Grub 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

AGES6  (A) Antrag auf 
Feststellung der wesentlichen 
Gleichwertigkeit nach Art. 3 
Abs. 4 der VO (EG) Nr. 258/97 
für ein Noni-Saft-Konzentrat der 
Fa. „Botanical Products 
International (BPI) – F.M. 
Brenner GmbH“ aus der Frucht 
der Spezies Morinda citrifolia L. 
als neuartige Lebensmittelzutat 
(10 December 2003) 
 
AGES6 (A) Antrag auf 
Feststellung der wesentlichen 
Gleichwertigkeit nach Art. 3 
Abs. 4 VO (EG) Nr. 258/97 für 
einen „Noni-Saft“ der Fa. 
„Botanical Products 
International- F.M. Brenner 

9 January 2004 
 
 
 
 
 
 
 
 
 
 
 
30 June 2004 

14 January 2004 
 
 
 
 
 
 
 
 
 
 
 
5 August 2004 



GmbH“ aus der Frucht der 
Spezies Morinda citrifolia L. als 
neuartige Lebensmittelzutat (28 
June 2004) 

22 Svane Trading ApS 
Rypevang 4 
DK – 3450 Allerød 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

MfFLoF7, Fødevaredirektoratet 
(DK) – Udtalelse vedrørende 
sammenlignelighed for nonisaft 
produkt fra Pouls Svane Trading 
med det godkendte produkt, jf. 
Kommissionens beslutning 
2003/426/EF af 5. juni 2003 om 
tilladse til markedsføring af 
nonisaft (saft af frugten Morinda 
citrifolia L.) som en ny 
levnesmiddelingrediens 

16 January 2004 6 February 2004 

22a Tahiti Naturel EURL 
PO Box 14968 
Arue - Tahiti  
French Polynesia 
or 
Tahiti Naturel  
1 Square Xavier Monteny 
F - 93220 Gagny. 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

see 22 21 June 2004 29 June 2004 

23 FM Network Marketing GmbH 
Stadtplatz 13/1 
A – 5280 Braunau 

Noni juice (juice of the fruits of 
Morinda citrifolia) with 10% grape 
juice concentrate 
 
 
 
and 

AGES6 (A) Antrag auf 
Feststellung der wesentlichen 
Gleichwertigkeit nach Art. 3 
Abs. 4 VO (EG) Nr. 258/97 für 
„Indian Noni Indian Mulberry, 
Morinda Saft mit 10% 
Traubensaftkonzentrat“ der Fa. 

1 March 2004 
 
 
 
 
 
 

16 March 2004 
 
 
 
 
 
 



 
 
 
 
 
Noni juice (juice of the fruits of 
Morinda citrifolia) 

„FM NETWORK 
MARKETING GMBH“ als 
neuartige Lebensmittelzutat (27 
February 2004) 
 
AGES6 (A) Antrag auf 
Feststellung der wesentlichen 
Gleichwertigkeit nach Art. 3 
Abs. 4 VO (EG) Nr.258/97 für 
„Indian Noni Indian Mulberry, 
Morinda-Saft“ der Fa. „FM 
NETWORK Marketing GmbH“ 
als neuartige Lebensmittelzutat 
(27 July 2004) 

 
 
 
 
 
2 August 2004 

 
 
 
 
 
5 August 2004 

24 Planta Naturstoffe 
Vertriebsges.m.b.H. 
Erlgasse 48 
A –  1120 Wien 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

AGES6  (A) Antrag auf 
Feststellung der wesentlichen 
Gleichwertigkeit nach Art. 3 
Abs. 4 VO (EG) Nr. 258/97 für 
„Nonivera Saft 
(Handelsbezeichnung), Bio Noni 
Saft“ der Fa. „Planta Naturstoffe 
Vertriebsges.m.b.H.“ als 
neuartige Lebensmittelzutat 

29 March 2004 21 April 2004 

25 G.D.I. nv  
Wolvenhovenstraat 12  
B – 8870 Izegem 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

Advies van de Hoge 
Gezondheidsraad (B) 
betreffende de aanvraag om 
erkenning van de wezenlijke 
gelijkwaardigheid van een 
nonisap ingediend door de firma 
GDI uit hoofde van artikel 3(4) 

24 May 2004 6 July 2004 



van de verordening 258/97 
26 Herbal Sciences International Ltd. 

The Seed Bed Centre,  
Langston Road 
UK – Loughton Essex IG10 3TQ 
for 
US Nutra    
2751 Nutra Lane  
USA -  32726 Eustis Fl 

Capsules with Astaxanthin-rich 
Carotenoid Oleoresin extracted from 
Haematococcus Pluvialis (max 4 mg 
Astaxanthin/capsule) 

ACNFP1 (UK) Request for an 
Article 5 Opinion on the 
Substantial Equivalence of 
Astaxanthin-rich Carotenoid 
Oleoresin extracted from 
Haematococcus pluvialis 

28 June 2004 13 July 2004 

27 Teriaka Ltd.  
Siirakuja 3  
FIN – 01490 Vantaa 

Milk type products and soya drinks 
with added phytosterols/phytostanols 
 
 
and 
 
 
 
Fermented milk products with added 
phytosterols/phytostanols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of 
phytosterols/phytostanols. 

NFB8 (FIN) 
Uuselintarvikelautakunnan 
Lausunto olennaisesta 
vastaavuudesta koskien 
Diminicol® aineksella 
täydennettyä maito-ja 
soijajuomaa (Teriaka Ltd.) 
 
NFB8 (FIN) Lausunto 
olennaisesta vastaavuudesta 
koskien Diminicol®  aineksella 
täydennettyä hapanmaituotteita 
(Teriaka Ltd.) 
 

1 July 2004 
 
 
 
 
 
 
 
4 October 2004 

16 July 2004 
 
 
 
 
 
 
 
16 November 
2004 

27a Skånemejerier 
S – 205 03 Malmö 

Yoghurt type products with added 
phytosterols 

The phytosterols are provided 
by Teriaka (Diminicol) 

26 August 2005 8 September 
2005 



 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of 
phytosterols/phytostanols. 

28 Corporaction Alimentaria 
PEÑASANTA S.A.  
E – 33199 Granda-Siero 

Milk type and fermented milk type 
products with added 
phytosterols/phytostanols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of 
phytosterols/phytostanols. 

The phytosterols/phytostanols 
are those that were authorised by 
Commission Decision 
2004/333/EC 

7 June 2004 4 August 2004 

29 i) MEDICURA AG 
Am Baumfeld 14 
D-97616 Bad Neustadt 
ii) Littlefood GmbH 
Schmiedweg 6 
A – 6380 St. Johann 
iii) Naturana GmbH 
Eichthalstraße 12a 
D – 82377 Penzberg 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

AGES6 (A) Antrag auf 
Feststellung der wesentlichen 
Gleichwertigkeit nach Art. 3 
Abs. 4 VO (EG) Nr. 258/97 für 
einen „Noni-Fruchtsaft von den 
Cook-Inseln“ der Firmen 
„Littlefood“, „Naturana GmbH“ 
und „Medicura AG“ als 
neuartige Lebensmittelzutat  

23 July 2004 2 August 2004 



 
30 Danone 

126, rue Jules-Guesde 
F – 92302 Levallois-Perret 

Yoghurth with added 
phytosterols/phytostanols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of 
phytosterols/phytostanols. 

NFB8 (FIN) 
Uuselintarvikelautakunnan 
lausunto olennaisesta 
vastaavuudesta koskien 
DANACOL® aineksella 
täydennettyä jogurtin tyyppistä 
tuotetta (DANONE France) 
 
 

29 July 2004 12 August 2004 

31 Cognis Deutschland GmbH & Co. 
KG 
Postfach 13 01 64   
D – 40551 Düsseldorf   
Henkelstrasse 67  
D – 40589 Düsseldorf 

Phytosterol esters for the addition to i) 
milk type products and yoghurt type 
products; and ii) yellow fat spreads as 
described by Council Regulation (EC) 
N° 2991/94, excluding cooking and 
frying fats and spreads based on butter 
or other animal fat 
 
and 

Plantsterols and plantsterol esters for 
the addition to yellow fat spreads 
(excluding cooking and frying fats and 
spreads based on butter or other animal 
fat), salad dressings including 
mayonnaise and milk type products as 
specified by Commission Decision 
2004/333/EC, spicy sauces as specified 

FSA9 ( UK) Request for an 
opinion on the substantial 
equivalence of phytosterols and 
their esters 
 
 
 
 
 
 
NFB8 (FIN) Opinion on the 
substantial equivalence of plant 
sterols, phytosterolesters and 
foods enriched with these 
(Cognis Deutschland GmbH & 
Co) 
 
 

23 July 2004 
 
 
 
 
 
 
 
 
 
20 April 2005 
 
 
 
 
 
 
 

4 August 2004 
 
 
 
 
 
 
 
 
 
29 June 2005 
 
 
 
 
 
 
 



by Comission Decision 2004/334/EC 
and milk based fruit drinks as specified 
by Commission Decision 
2004/336/EC. 
 
and 
 
Rye bread with added phytosterol 
esters and/or phytosterols  
 
 
The requirements laid down in Article 
2 of the aforementioned Decisions 
apply. 

 
 
 
 
 
 
 
NFB8 (FIN) Opinion on 
substantial equivalence for rye 
bread enriched with Cognis 
plant sterol ingredient (Cognis 
Deutschland GmbH & Co) 

 
 
 
 
 
 
 
23 May 2006 

 
 
 
 
 
 
 
9 June 2006 

31a Novandie 
19, rue de la République 
F – 76153 Maromme Cedex 

Yogurth type products with added 
phytosterol esters 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterol esters; 
a container of beverages will not 
contain more than 3 g of added 
phytosterol esters 

The phytosterol esters ingredient 
is the one that was notified by 
Cognis.  

22 July 2004 9 September 
2004 

31b Cantarinho 
LACTOGAL 
Produtos Alimentares S.A. 
Rua do Campo Alegre 830 5° 
P – 4150-171 Porto 

Milk and yogurth type products with 
added phytosterol esters 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 

The phytosterol esters ingredient 
is the one that was notified by 
Cognis. 

30 September 
2004 

21 October 2004 



day) of added phytosterol esters; 
a container of beverages will not 
contain more than 3 g of added 
phytosterol esters 

31c Danone Vitapole 
Route Départementale 128 
F – 91767 Palaiseau Cedex 
 
for 
 
Compagnie Gervais Danone 

Fermented milk type products with 
added phytosterol esters 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterol esters; 
a container of beverages will not 
contain more than 3 g of added 
phytosterol esters 

NFB8 (FIN) Lausunto 
oleellisesta vastaavuudesta 
koskien kasvisteroliaineksella 
täydennettyjä jogurttivalmisteita 
(Compagnie Gervais Danone) 
and the opinion of the NFB8 
(FIN) issued in connection with 
the notification No. 30 
 
The phytosterol esters ingredient 
may also be the same that was 
notified by Cognis. 
 

23 November 
2004 

13 December 
2004 

31d MIFA AG Frenkendorf 
Rheinstraβe 99 
CH – 4402 Frenkendorf 

Yellow fat spreads with added 
phytosterol esters 
 
The yellow fat spreads shall be 
presented in conformity with the 
provisions of Article 2 of the relevant 
Commission Decisions 

The phytosterol esters ingredient 
is the one that was notified by 
Cognis. 

30 May 2005 29 June 2005 

31e Nöm AG 
Vöslauer Straße 109 
A – 2500 Baden 

Milk type products with added 
phytosterols 
 
The milk type products shall be 
presented in conformity with the 
provisions of Article 2 of the relevant 

The phytosterol esters ingredient 
is the one that was notified by 
Cognis. 

2 September 
2005 

9 September 
2005 



Commission Decisions 
31f LÁCTEAS GARCIA BAQUERO 

S.A. 
Polígno industrial « Alces » 22-23 
E-13600 Alcázar de San Juan 

Cheese type products with added 
phytosterols 
 
The cheese type products shall be 
presented in conformity with the 
provisions of Article 2 of the relevant 
Commission Decisions 

The phytosterol esters ingredient 
is the one that was notified by 
Cognis. 

22 July 2005 8 September 
2005 

31g Tucano Vertriebs GmbH & Co. KG
Gewerbegebiet Siebend 
D – 66663 Merzig 

Soya drinks with added phytosterol 
esters 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterol esters; 
a container of beverages will not 
contain more than 3 g of added 
phytosterol esters 

The phytosterol esters ingredient 
is the one that was notified by 
Cognis 

9 March 2006 31 March 2006 

31h Estavayer Lait S.A. 
CH – 1470 Estavayer-le-Lac 

Milk type and yogurth type products 
with added phytosterol esters 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterol esters; 
a container of beverages will not 
contain more than 3 g of added 
phytosterol esters 

The phytosterol esters ingredient 
is the one that was notified by 
Cognis 

11 May 2005 3 August 2005 

31i Karwendel-Werke Huber GmbH & 
Co. KG 

Cheese type products with added 
phytosterol esters 

The phytosterol esters ingredient 
is the one that was notified by 

13 July 2006 20 July 2006 



Karwendelstr. 6-16 
D – 86807 Buchlohe 

 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterol esters 

Cognis 

31j Kampffmeyer Food Innovation 
GmbH 
Trettauerstrasse 32-34 

Rye bread with added phytosterols 
and/or phytosterol esters 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterol esters 

The phytosterol ingredient is the 
one that was notified by Cognis 
and/or Cargill 

5 July 2006 20 July 2006 

31k Walter Rau Lebensmittelwerke 
GmbH & Co KG 
Münsterstr. 9-11 
D – 49176 Hilter 

Yellow fat spreadswith added 
phytosterols, but excluding cooking 
and frying fats and spreads based on 
butter or other animal fat 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterol esters 

The phytosterol ingredient is the 
one that was notified by Cognis 

7 June 2006 3 August 2006 

31l Granarolo S.p.a. 
Via Cadrina, 272 
I – 40127 Bologna 

Fermented milk (yoghurt) type 
products with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterol esters; 
a container of beverages will not 
contain more than 3 g of added 

The phytosterol ingredient is the 
one that was notified by Cognis 

26 July 2006 31 July 2006 



phytosterol esters 
31
m 

Vivartia S.A. 
Dairy & Drinks Division 
16 Eirinis Ave. 
GR – 177 78 Tavros 

Milk type products such as semi 
skimmed and skimmed milk type 
products, possibly with the addition of 
fruits and/or cereals, fermented milk 
type products such as yoghurt, soya 
drinks, cheese type products (fat 
content ≤ 12 g per 100 g), where the 
milk fat and/or protein has been partly 
or fully replaced by vegetable fat or 
protein 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterol ingredient is the 
one that was notified by Cognis 

26 October 
2006 

6 November 
2006 

31 
n 

NV VANDEMOORTELE 
Prins Albertlaan 12 
B – 8870 Izegem 

Yellow fat spreads excluding cooking 
and frying fats and spreads based on 
butter or other animal fat with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterol esters. 

The phytosterols are provided by 
Cognis and/or Cargill 

9 January 2007 31 January 2007 

31o Molino Vigevano srl 
Via Matteotti, 10 

Rye bread with added phytosterols 
and/or phytosterol esters 

The phytosterols are provided by 
Cognis 

28 November 
2006 

8 February 2007 



I – 27029 Vigevano  
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterol esters; 
a container of beverages will not 
contain more than 3 g of added 
phytosterol esters 

31p Nutrition & Santé Italia S.p.A. 
Soggetta a direzione e 
coordinamento di Sanutri AG 
Lgo Umberto Boccioni 1 
I – 21040 Origgio (VA) 

Beverages based on fermented milk 
with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterols are provided by 
Cognis 

12 February 
2007 

15 March 2007 

31q Elmilk Sp. z o.o. Yellow fat spreads excluding cooking 
and frying fats and spreads based on 
butter or other animal fat with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterol esters. 

The phytosterols are provided by 
Cognis 

7 February 2007 27 March 2007 

31r Bofrost Distributzione Italia S.p.a. 
Via Clauzetto, 4 
I – 33078 San Vito al Tagliamento 

Beverages based on skimmed milk 
with added phytosterols 
 

The phytosterols are provided by 
Cognis 

17 April 2007 7 May 2007 



(PN) a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

31s Lactalis Nestlé Chilled Dairy Co. 
Ltd 
St. George'd House 
Croydin, Surrey CR9 1NR 
United Kingdom 

Products based on milk with fruits and 
added phytosterol esters 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterol esters are 
provided by Cognis 

5 June 2007 12 July 2007 

31t Corman Miloko Factory 
Carrick on Suir 
Co. Tipperary 
Ireland 

Yellow fat spreads excluding cooking 
and frying fats and spreads based on 
butter or other animal fat with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterol esters. 

The phytosterol esters are 
provided by Cognis 

7 August 2007 9 August 2007 

31u Elbisco S.A. 
21st km Marathon Ave. 
GR – 19009 Pikermi 
Attica - Greece 

rye bread with flour containing ≥ 50 % 
rye and ≤ 30 % wheat; and with ≤ 4 % 
sugar but no fat added 
with added phytosterols 

The phytosterol esters are 
provided by Cognis 

6 September 
2007 

12 October 2007 



 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

31v Gebr. Woerle GmbH 
Postfach 18 
Enzing 26 
A – 5302 Henndorf bei Salzburg 

Milk type products such as semi 
skimmed and skimmed milk type 
products, possibly with the addition of 
fruits and/or cereals, fermented milk 
type products such as yoghurt, soya 
drinks, cheese type products (fat 
content ≤ 12 g per 100 g), where the 
milk fat and/or protein has been partly 
or fully replaced by vegetable fat or 
protein 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterol esters are 
provided by Cognis 

6 October 2008 7 November 
2008 

31 
w 

Mills of Crete S.A 
Eth. Veniselou 40 
Souda, Crete 
GR – 73200 

rye bread with flour containing ≥ 50 % 
rye and ≤ 30 % wheat; and with ≤ 4 % 
sugar but no fat added 
with added phytosterols 
 
a portion will not contain more than 3 

The phytosterol esters are 
provided by Cognis 

5 December 
2008 

11 December 
2008 



g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
 

31x Valio Ltd. 
PO Box 10 
Meieritje 6, Pitäjanmaki 
FIN – 00039 Valio Helsinki 

Yellow fat spreads excluding cooking 
and frying fats and spreads based on 
butter or other animal fat with added 
phytosterols 
 
Milk type products such as semi 
skimmed and skimmed milk type 
products, possibly with the addition of 
fruits and/or cereals, fermented milk 
type products such as yoghurt, soya 
drinks, cheese type products (fat 
content ≤ 12 g per 100 g), where the 
milk fat and/or protein has been partly 
or fully replaced by vegetable fat or 
protein 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterols are provided by 
Cognis 

2 December 
2008 

11 December 
2008 

31y Viotros SA 
Block 31 
DA 13 Phase B 

Cheese type products (fat content ≤ 12 
g per 100 g), where the milk fat and/or 
protein has been partly or fully 

The phytosterols are provided by 
Cognis 

24 April 2008 30 April 2008 



GR – 57400 Industrial Area of 
Sindos 
(Echedoros – Thessaloniki) 

replaced by vegetable fat or protein 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols 

31z Lesieur 
29, quai Aulagnier 
F – 92665 Asnières-sur-Seine 
Cedex 

Salad dressings with added 
phytosterols 
 
The salad dressings will be packed as 
single portions 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols 

The phytosterols are provided by 
Cognis 

24 April 2009 15 June 2009 

31.
1a 

Varvello Pharma Nutrition s.r.l. 
Piazza Castello 2 
I – 20121 Milano 

rye bread with flour containing ≥ 50 % 
rye and ≤ 30 % wheat; and with ≤ 4 % 
sugar but no fat added 
with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols 

The phytosterols are provided by 
Cognis 

26 May 2009 20 July 2009 

31.
1b 

Lesaffre Austria AG 
Industriezentrum 
NÖ-Süd Straße 7 
A – 2355 Wien 

rye bread with flour containing ≥ 50 % 
rye and ≤ 30 % wheat; and with ≤ 4 % 
sugar but no fat added 
with added phytosterols 
 

The phytosterols are provided by 
Cognis 

18 September 
2009 

23 September 
2009 



a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols 

31.
1c 

Milk Link 
3120 Great Western Court 
Hunts Ground Road 
Stoke Gifford 
UK -  Bristol BS34 8HP 

Milk based beverages with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterols are provided by 
Cognis 

21 September 
2009 

1 October 2009 

31.
1d 

Dinosol Supermercados 
Camino de la Zarzuela, 11 
E – 28023 Madrid 

Fermented milk based beverages with 
added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterols are provided by 
Cognis 

19 January 2010 21 January 2010 

32 QA Consumer Food Manager 
Dairygold 
Clonmel Road 
Mitchelstown 
Co.Cork 
Ireland 

Yellow fat spreads excluding cooking 
and frying fats and spreads based on 
butter or other animal fat with added 
phytosterols 
 
a portion will not contain more than 3 

Food Safety Authority of 
Ireland by letter of 11 August 
expressed their opinion that this 
yellow fat spread was substantial 
equivalent to a similar product 
on the EU market. 

30 August 2004 20 September 
2004 



g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterol esters. 

33 Cargill Acidulants 
Cargill Drive 
Eddyville 
IA 52553 
USA 

Glucosamine Hydryochloride from the 
fungus Aspergillus niger 

ACNFP1 (UK) Opinion on 
Substantial equivalence of 
glucosamine HCl (Aspergillus 
niger) considered under Article 
5 of the Novel Foods Regulation 

6 August 2004 13 October 2004 

34 SomaNoni 
TICO CATALANA S.A. 
Sucursal en España 
Camino de Aldaya 18 
E – 46940 Manises, Valencia 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

AESA10 (E) Dictamen de 
equivalencia sustancial sobre el 
producto denominado 
“Somanoni de la empresa Tico 
Catalana S.A.” 

16 August 2004 7 October 2004 

35 COSMOS-AN Europe B.V. 
Postbus 2699 
NL – 6401 DD Heerlen 
Economiestraat 13 
NL – 6433 KC Hoensbroek 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

Gezondheidsraad (NL) 
Nonisap (3) Beoordeling 
wezenlijke gelijkwaardigheid 
vruchtensaap Morinda citrifolia 

13 October 
2004 

16 November 
2004 

36 NONI Hawaii BV 
Postbus 1342 
NL – 9701 BH Groningen 
Aweg 43 
NL-9718 CX Groningen 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

Gezondheidsraad (NL) 
Nonisap (2) Beoordeling 
wezenlijke gelijkwaardigheid 
vruchtensaap Morinda citrifolia 

14 October 
2004 

16 November 
2004 

37 Natures Products 
15 Brailsford Court, Howick 
Auckland 
New Zealand 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

Food Standards Agency (UK) 
Opinion on the equivalence of 
Cook Island Noni juice by 
Natures Products Ltd. 

2 November 
2004 

15 November 
2004 

38 Cargill 
15407 McGinty Road 
MS 110 

Foods with added phytosterols: 
Yellow fat spreads excluding cooking 
or frying fats and spreads based on 

Novel Food Board (FIN) 
Opinion on substantial 
equivalence in the case of plant 

24 October 
2004 
 

13 December 
2004 
 



Wyazata, MN 55391 
USA 
 
 
 
 
 
 
 
 
 
 
 
 
Cargill R&D Centre Europe 
Havenstraat 84 
B-1800 Vilvoorde 
 

butter or other animal fat; 
Salad dressings, mayonnaise and spicy 
sauces; 
Milk-type drinks with fruit and/or 
cereals, milk-based fruit drinks, 
fermented milk type products, where 
the milk fat and/or protein has been 
partly or fully replaced by vegetable fat 
or protein and soy drinks; 
Cheese type products (fat content ≤12g 
per 100g), where the milk fat and/or 
protein has been partly or fully 
replaced by vegetable fat or protein 
  
Rye bread with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols/phytostanols. 

sterol/plant stanol ingredient 
intended to be used in foods 
(Cargill Incorporation) 
 
 
 
 
 
 
 
 
 
 
 
NFB8 (FIN) Opinion on 
Substantial equivalence for rye 
bread enriched with Corowise 
plant sterol/plant stanol 
ingredient (Cargill) 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
4 September 
2006 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
12 September 
2006 

38a ABAFOODS s.r.l. 
Via Cà Mignola Nuova, 1775 
I-45021 Badia Polesine (Rovigo) 

Soy drinks with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 

The phytosterol ingredient is the 
one that was notified by Cargill 

3 August 2006 7 September 
2006 



phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols/phytostanols. 

38b Health Concern BV 
Reactorweg 9a 
NL – 3542 AD Utrecht 
P.O.Box 40376 
NL – 3504 AD Utrecht 

Yellow fat spreads excluding cooking 
or frying fats and spreads based on 
butter or other animal fat 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

The phytosterol ingredient is the 
one that was notified by Cargill 

11 December 
2007 

18 December 
2007 

39 Resort Health Products 
Noni Maui Nutrition & Cosmetics 
211, Napoko Place 
Kulu Maui 96790 Hawai 
USA 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

Avis de l’Agence française de 
sécurité sanitaire des aliments 
relative à l’évaluation de 
l’équivalence en substance d’un 
jus de noni hawaïen avec un 
autre jus de noni autorisé par 
décision du 5 juin 2003 du 
Comité Scientifique de 
l’alimentation Humaine de la 
commission européenne (F) 

28 January 2005 22 February 
2005 

40 Herbex Ltd. 
P.O.Box 516 
17 Vesi Crescent Waiyavi 
Lautoka 
Fidji Islands 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

ACNFP1 (UK) Opinion on 
substantial equivalence of Noni 
Juice produced on a number of 
Pacific Islands considered under 
Article 5 of the Novel Foods 
Regulation 

11 January 2005 11 February 
2005 

40a Royal Noni (Fiji) Limited Noni juice (juice of the fruits of ACNFP1 (UK) Opinion on 15 April 2005 25 April 2005 



P.O.Box 5842   
Lautoka    
Fiji Islands 
 

Morinda citrifolia) substantial equivalence of Noni 
Juice produced on a number of 
Pacific Islands considered under 
Article 5 of the Novel Foods 
Regulation 

40b Blütenweg 17 
d-78351 Bodmann-Ludwigshafen 
on behalf of 
Tauro Tukaroa 
Sunline Noni Ltd. 
Rarotonga 
P.O. Box 295 
Cook Islands 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

ACNFP1 (UK) Opinion on 
substantial equivalence of Noni 
Juice produced on a number of 
Pacific Islands considered under 
Article 5 of the Novel Foods 
Regulation 

2 June 2005 29 June 2005 

40c C.C.K. Trading Ltd. 
P.O. Box 3043 
Apia 
Samoa 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

ACNFP1 (UK) Opinion on 
substantial equivalence of Noni 
Juice produced on a number of 
Pacific Islands considered under 
Article 5 of the Novel Foods 
Regulation 

25 May 2005 29 June 2005 

40d Cook Islands Noni Marketing Ltd. 
P.O.Box 184 
Rarotonga 
Cook Islands 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

ACNFP1 (UK) Opinion on 
substantial equivalence of Noni 
Juice produced on a number of 
Pacific Islands considered under 
Article 5 of the Novel Foods 
Regulation 

29 September 
2005 

20 October 2005 

40e R & L Holdings Ltd. 
P.O.Box 977 
Vaitele 
Apia 
Samoa 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

ACNFP1 (UK) Opinion on 
substantial equivalence of Noni 
Juice produced on a number of 
Pacific Islands considered under 
Article 5 of the Novel Foods 

17 January 2008 28 January 2008 



Regulation 
41 Forbes Medi-Tech Inc.                        

750 West Pender Street                       
Vancouver B.C. V6C 2T8                   
Canada 

Foods listed in Article 1 of 
Commission Decision 2000/500/EC 
and in annex 1 of Commission 
Decisions 2004/333/EC, 2004/334/EC, 
2004/335/EC and 2004/336/EC 
(yellow fat spreads, salad dressings, 
fermented milk type products, soya 
drinks, cheese type products, yoghurt 
type products, spicy sauces, milk based 
fruit drinks) with added phytosterols/ 
phytostanols (ReducolTM) 
 
Rye bread  
 
 
 
 
 
Cheese products (fat content < 12 g per 
100g) with added phytosterols and/or 
phytosterol esters 

NFB8 (FIN) Opinion on the 
substantial equivalence of foods 
enriched with ReducolTM 

phytosterols/phytostanols 
(Forbes Medi-Tech Inc.) of 28 
February 2005 
 
 
 
 
 
 
NFB8 (FIN) Opinion on 
substantial equivalence for rye 
bread enriched with 
REDUCOL™ plant sterol 
ingredient 
 
Letter of 6 September 2006 by 
the FSAI11 concerning the 
substantial equivalence 

22 April 2005 
 
 
 
 
 
 
 
 
 
 
 
12 June 2006 
 
 
 
 
 
3 October 2006 

6 June 2005 
 
 
 
 
 
 
 
 
 
 
 
3 August 2006 
 
 
 
 
 
6 November 
2006 

41a Juustoportti Oy           .                        
Meijeritie 3                                          
61600 Jalasjärvi                                  
Finland                     

Yoghurt type products with added 
phytosterols/phytostanols (ReducolTM) 
 
The yoghurt type products shall be 
presented in conformity with the 
provisions of Article 2 of Commission 
Decisions 2004/334/EC – 
2004/336/EC 

NFB8 (FIN) Opinion on the 
substantial equivalence of foods 
enriched with ReducolTM 

phytosterols/phytostanols 
(Forbes Medi-Tech Inc.) of 28 
February 2005 

10 May 2005 30 June 2005 



41b Novandie 
19, rue de la République 
F – 76153 Maromme Cedex 

Yoghurt type products and other dairy 
products with added phytosterol esters 
(ReducolTM) 
 
The yoghurt type products and other 
diary products shall be presented in 
conformity with the provisions of 
Article 2 of Commission Decision 
2004/845/EC. 

The phytosterol esters ingredient 
is the one that was authorised by 
Commission Decision 
2004/845/EC. In addition, the 
yoghurt type products and other 
dairy products containing this 
phytosterol esters ingredient 
were already notified by Forbes 
Medi Tech (see No 41). 

27 May 2005 29 June 2005 

41c Pingo Doce Distribuição Alimentar 
S.A. 
Rua Actor António Silva, 7 
Aparto 52022 
P – 1649-033 Liboa 

Milk based beverages with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterols are the same as 
authorised by Commission 
Decision 2004/845/EC 

17 June 2005 4 July 2005 

41d Robert Wisemans & Sons Limited 
159 Glasgow Road 
East Kilbride 
UK – Glasgow G74 4PA 

Milk based beverages with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 

The phytosterols are the same as 
authorised by Commission 
Decision 2004/845/EC 

27 June 2005 26 July 2005 



phytosterols 

41e Managing Director  
Dragsbæk  
Simons Bakke 46  
DK – 7700 Thisted 

Yellow fat spreads with added 
phytosterols as defined by Council 
Regulation (EC) No 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

The phytosterols are the same as 
authorised by Commission 
Decision 2004/845/EC 

20 March 2006 31 March 2006 

41f Fayrefield Foods Ltd. 
Englesa House 
Barthomley Road 
UK – Crewe, Cheshire CW1 UF 

Yellow fat spreads with added 
phytosterols, exluding cooking and 
frying fats and spreads based on butter 
or other animal fat 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 

The phytosterols are the same as 
authorised by Commission 
Decision 2004/845/EC 

13 July 2005 3 August 2005 



day) of added 
phytosterols/phytostanols 

41g Walter Rau Lebensmittelwerke 
GmbH & Co. KG 
Münsterstr. 9-11 
D – 49171 Hilter 

Yellow fat spreads with added 
phytosterols, exluding cooking and 
frying fats and spreads based on butter 
or other animal fat 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 
 

The phytosterols are provided by 
Forbes MediTech 

15 November 
2005 

7 December 2005 

41h Renoldy – Produção e 
commercialização de leite e 
produtos lácteos, Lda. 
Rua Victor Cordon, n° 21 
P – 1200 – 482 Lisboa 

Milk based beverages with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterols are the same as 
authorised by Commission 
Decision 2004/845/EC 

24 April 2006 19 May 2006 

41i Romi Smilfood B.V. 
Postbus 200 
NL – 8440 AE Herenveen 
De Kuinder 7 
NL – 8444 DC Heerenveen 

Yellow fat spreads with added 
phytosterols/phytosterol esters 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 

The phytosterols/phytosterol 
esters are provided by Forbes 
MediTech 

5 December 
2006 

26 December 
2006 



day) of added 
phytosterols/phytostanols 

41j Kingdom Cheese Company 
Glenfield Industrial Estate 
Cowdenbeath 
Fife 
Scotland KY4 9HT 

Cheese type products with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

The phytosterols are provided by 
Forbes MediTech 

23 May 2006 26 June 2006 

41k Linkosuo Oy 
PO Box 77 
Mannakorventie 1, Kangasala 
FIN – 33101 Tampere 

Rye bread with flour containing ≥ 50 
% rye and ≤ 30 % wheat; and with ≤ 4 
% sugar but no fat added 
with added phytosterols 
 

The phytosterols are provided by 
Forbes MediTech 

23 April 2007 15 May 2007 

41l Caseifcio Pinzolo Fiavè Rovereto 
S.c.r.l. 
Via A. Degasperi 12/A 
I 38075 Favé (Trento) 

Yogurt type products with added 
phytosterols  
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterols are provided by 
Forbes MediTech 

3 March 2008 18 March 2008 

41
m 

Rupp Käseexport GmbH 
Krüzastraße 8 
A – 6912 Hörbranz 

Cheese type products with added 
phytosterols  
 
a portion will not contain more than 3 

The phytosterols are provided by 
Forbes MediTech 

7 Juli 2008 28 October 2008 



g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

41n Lanitis Bros. Ltd 
66, Kyriakos Matsis Ave. 
2409 Engomi 
P.O.Box 2200 
1515 Lefkosia 
Cypros 

Milk based beverages with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterols are provided by 
Forbes MediTech 

2 April 2009 22 April 2009 

42 Forbes Medi-Tech Inc.7 
50 West Pender Street 
Vancouver B.C. V6C 2T8 
Canada 

Foods listed in Article 1 of 
Commission Decision 2000/500/EC 
and in annex 1 of Commission 
Decisions 2004/333/EC, 2004/334/EC, 
2004/335/EC and 2004/336/EC 
(yellow fat spreads, salad dressings, 
milk type products, fermented milk 
type products, soya drinks, cheese type 
products, yoghurt type products, spicy 
sauces, milk based fruit drinks) with 
added plant sterol esters 

NFB8 (FIN) Opinion on the 
substantial equivalence of 
Forbes plant sterol esters with 
authorised plant sterol esters 
(Forbes Medi-Tech) of 28 
February 2005 

22 April 2005 6 June 2005 

43 Forbes Medi-Tech Inc.7 
50 West Pender Street 
Vancouver B.C. V6C 2T8 
Canada 

Foods listed in Article 1 of 
Commission Decision 2000/500/EC 
and in annex 1 of Commission 
Decisions 2004/333/EC, 2004/334/EC, 

NFB8 (FIN) Opinion on the 
substantial equivalence of 
Phyto-S-SterolTM with 
authorised  

20 Mai 2005 6 June 2005 



2004/335/EC and 2004/336/EC 
(yellow fat spreads, salad dressings, 
milk type products, fermented milk 
type products, soya drinks, cheese type 
products, yoghurt type products, spicy 
sauces, milk based fruit drinks) with 
added phytosterols/phytostanols 
(Phyto-S-SterolsTM) 

phytosterols/phytostanols 
(Forbes Medi-Tech Inc.) of 4 
November 2004 

44 Trisana GmbH 
Diemendorf 8 
D-82327 Tutzing 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

BVL4 (D) Stellungnahme zur 
wesentlichen Gleichwertigkeit 
gemäß Art.3 Abs. 4 VO (EG) 
Nr. 258/97 von Saft aus der 
Frucht der Spezies Morinda 
citrifolia L. der Trisana GmbH 
mit dem als neuartige 
Lebensmittelzutat gemäß der 
VO (EG) Nr. 258/97 
zugelassenen „Noni-Saft“ der 
Firma Morinda Inc. 

Dated 14 
September 2004 
 
But wrongly 
addressed, 
therefore 
received only on
2 May 2005 

29 June 2005 

45 Granarolo S.p.a. 
Via Cadriano, 27/2 
I – 40127 Bologna 

Fermented milk (yoghurt) type 
products with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of 
phytosterols/phytostanols. 

The phytosterols are provide by 
the company Triple Crown and 
the FSA9 (UK) has delivered an 
opinion that the phytosterols are 
substantially equivalent 
“Opinion on the substantial 
equivalence of a free phytosterol 
ingredient” 

5 August 2005 16 August 2005 



46 Princesse de Mogador 
Kellerstr. 11 
D – 81667 München 

2 Notifications concerning 
Argan oil (oil from Argania spinosa 
L.) 

AFSSA3 (F) Avis relatif à 
l’évaluation de l’équivalence en 
substance de l’huile d’argan 
(Argania spinosa L.) avec 
d’autres huiles alimentaires 
(the same as for No. 13) 

23 May 2005 
 
and 
 
5 July 2005 

26 July 2005 

47 Mi GmbH 
Postfach 2535 
CH – 6342 Baar 
Mi EU ltd. 
c/o EAC Business Sevices Ltd. 
Cariocca Business Park 
2 Sawley Road 
UK Manchester M40 8BB 

Noni  juice (juice of the fruits of 
Morinda citrifolia 

ACNFP1 (UK) Opinion on 
substantial equivalence of Noni 
juice considered under Article 5 
of the Novel Foods Regulation 

28 June 2005 25 July 2005 

48 Kerry Foods 
Tralee Road, Listowel 
Co. Kerry 
Ireland 

Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

Food Safety Authority of 
Ireland  provided an opinion 
that the foods are substantially 
equivalent to those authorised by 
Commission Decisions 
2004/333/EC, 2004/334 EC and 
2004/336. 

15 June 2005 4 July 2005 

49 Homann Feinkost GmbH & Co 
Bahnhofstrasse 4 
D – 49197 Dissen 

Salad dressings and mayonnaises with 
added phytosterols  
 
a portion will not contain more than 3 
g (in case of one portion per day) or 

The phytosterols are the same as 
authorised by Commission 
Decision 2004/333/EC 

5 July 2005 3 August 2005 



more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
the foods will be packed as single 
portions. 

50 NCT Nord Trading GmbH 
Albert-Schweitzer-Str. 20 
D -85375 Neufahrn b.Freising 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

BVL4 (D) Stellungnahme zur 
wesentlichen Gleichwertigkeit 
gemäß Art. 3 Abs.4 VO (EG) 
Nr. 258/97 von Saft aus der 
Frucht der Spezies Morinda 
citrifolia L. der NCT Nord 
Trading GmbH und der 
Dynamic Health Laboratories 
Inc. Mit dem als neuartige 
Lebensmittelzutat gemäß VO 
(EG) nr. 258/97 zugellassenen 
„Noni-Saft“ (Saft aus der Frucht 
der Spezies Morinda citrifolia 
L.) der Firma Morinda Inc. 

19 May 2005 19 September 
2005 

51 Dynamic Health Labortories Inc. 
110 Bridge Street 
USA – Brooklyn, New York 11201 

Noni  juice (juice of the fruits of 
Morinda citrifolia) 

BVL4 (D) Stellungnahme zur 
wesentlichen Gleichwertigkeit 
gemäß Art. 3 Abs.4 VO (EG) 
Nr. 258/97 von Saft aus der 
Frucht der Spezies Morinda 
citrifolia L. der NCT Nord 
Trading GmbH und der 
Dynamic Health Laboratories 
Inc. Mit dem als neuartige 
Lebensmittelzutat gemäß VO 
(EG) nr. 258/97 zugellassenen 

27 September 
2005 

10 October 2005 



„Noni-Saft“ (Saft aus der Frucht 
der Spezies Morinda citrifolia 
L.) der Firma Morinda Inc. 

52 Degussa Food Ingredients GmbH 
Lisa-Meitner-Strasse 34 
D – 85345 Freising 

Foods listed in annex 1 of Commission 
Decisions 2004/333/EC, 2004/334/EC, 
2004/335/EC and 2004/336/EC 
(yellow fat spreads, salad dressings, 
milk type products, fermented milk 
type products, soya drinks, cheese type 
products, yoghurt type products, spicy 
sauces, milk based fruit drinks) with 
added plant sterol esters 

NFB8 (FIN) Opinion on 
Substantial equivalence in the 
case of Cholestatin™ IP 
phytosterol/phytostanol 
ingredient (Degussa Food 
Ingredients GmbH) 

27 September 
2005 

13 October 2005 

53 ARGANINE 
Argan-Öl e.K. 
D – 86938 Schondorf 

Argan Oil (Oil from Argania spinosa) AFSSA3 (F) Avis relatif à 
l’évaluation de l’équivalence en 
substance de l’huile d’argan 
(Argania spinosa L.) avec 
d’autres huiles alimentaires 
(the same as for No. 13) 

17 October 
2005 

24 November 
2005 

54 Triple Crown AB 
Stenslingan 10 
S – 1238 Stockholm 
 
 
Stenslingan 103 
S - 182 38 Danderyd 

Phytosterols to be used in milk type, 
yoghurt type products 
 
 
 
Low fat soft cheese/melt cheese (fat 
content ≤ 12 g per 100 g) and rye bread

ACNFP1 Opinion on substantial 
Equivalence of free phytosterols 
considered under Article 5 of the 
Novel Foods Regulation 
 
NFB8 Opinion on substantial 
equivalence of a plant sterol 
ingredient manufactured by 
Triple Crown company and 
foods enriched with it (Triple 
Crown AB) 

11 November 
2005 
 
 
 
16 October 
2006 

8 December 2005 
 
 
 
 
7 November 
2006 

54a Milko ek. För. Cheese type products with added the phytosterols are supplied by 23 November 20 December 



Box 31 
S – 182 11 Danderyd 

phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

Triple Crown 2006 2006 

54b Koninklijke ERU Kaasfabrik B.V. 
Postbus 7 
NL – 3440 AA Woerden 
Middelandse Zee 7 
NL – 3446 CG Woerden 

Cheese type products with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

the phytosterols are supplied by 
Triple Crown 

23 April 2008 14 May 2008 

55 Westland Kaasspecialiteiten B.V. 
Postbus 13 
NL – 1270 AA Huizen – Holland 
Zuiderzee 5 
NL – 1271 EP Huizen – Holland 

Cheese type products with added 
phytostereols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

The phytosterols are the same as 
authorised by Commission 
Decision 2004/333/EC 

12 January 2006 21 February 
2006 

56 Glanbia Consumer Foods 
3008 Lake Drive 
Citywest Business Campus 
IRL – Dublin 24 

Yogurth type products with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 

FSAI11 (IRL) has delivered an 
opinion that the foods are 
substantially equivalent to 
existing ones 

7 February 2006 21 February 
2006 



phytosterols/phytostanols 
57 Vitae-Caps S.A. 

Polígono Industrial Torrehierro 
c/Gutemberg 356 
E – 45600 Talavera de la Reine 
(Toledo) 

Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat; 
Milk type products; and 
Yoghurt type products 
 
 
 
 
Yellow fat spreads; milk type products; 
fermented milk type products; cheese 
type products, salad dressings; and 
soya drinks  
 
 
 
 
 
 
 
 
Spicy sauces; rye bread  with flour 
containing ≥ 50 % rye (wholemeal rye 
flour, whole or cracked rye kernels and 
rye flakes) ≤ 30 % wheat  and with ≤ 4  
% sugar but no fat added 
with added phytosterols 

AESA10 (ES) Informe 
complementario opinión sobre el  
proceso de equivalencia 
sustancial de acuerdo al articulo 
3 (4) y al articulo 5 del 
reglamento  (CE) n° 258/97 
respecto a la solicitud presenta 
sobre el producto  « Vitasterol 
S-80 non GMO”, por la empresa 
Vitae Caps, S.A. 
 
AESA10 Opinión sobre la 
solicitud presentada por la 
empresa VitaeCaps S.A. para 
registrar sus fitosteroles y sus 
ésteres de fitosterol según el 
proceso de equivalencia 
sustancial del Reglamento (CE) 
N° 258/97, de acuerdo con el 
procedimiento establecido en el 
Articulo 5 del mismo (4 Mayo 
2006) 
 
AESA10 Opinión sobre la 
solicitud presentada por la 
empresa VitaeCaps S.A. para 
registrar sus fitosteroles y sus 
ésteres de fitosterol según el 
proceso de equivalencia 

30 January 2006 
 
 
 
 
 
 
 
 
 
 
22 June 2006 
 
 
 
 
 
 
 
 
 
 
 
26 October 
2006 
 
 
 
 

21 February 
2006 
 
 
 
 
 
 
 
 
 
 
27 September 
2006 
 
 
 
 
 
 
 
 
 
 
16 November 
2006 
 
 
 



 
 
 
 
 
 
Rice drinks with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day); 
a container of beverages will not 
contain more than 3 g of added 
phytosterols/phytostanols; 
salad dressing will be packed as single 
portions 

sustancial del Reglamento (CE) 
N° 258/97, de acuerdo con el 
procedimiento establecido en el 
Articulo 5 del mismo (27 julio 
2006) 
 
AESA10 Opinión sobre la 
solicitud presentada por la 
empresa VitaeCaps S.A. para 
registrar sus fitosteroles y sus 
ésteres de fitosterol según el 
proceso de equivalencia 
sustancial del Reglamento (CE) 
N° 258/97, de acuerdo con el 
procedimiento establecido en el 
Articulo 5 del mismo (26 de 
Mayo de 2008) 

 
 
 
 
 
 
25 June 2008 

 
 
 
 
 
 
 
9 July 2008 

57a Nöm AG 
Vöslauer Straße 106 
A – 2500 Baden 

Milk type products with addedd 
phytosterol esters 
 
Milk type products with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3g g of added 

The phytostereol esters are the 
same as notified by VitaeCaps 
 
The phytosterols are the same as 
notified by VitaeCaps 

7 September 
2006 
 
18 May 2010 

19 September 
2006 
 
10 June 2010 



phytosterols/phytostanols 
57b Heideblume Molkerei 

Elsdorf-Rotenburg eG 
D – 27404 Elsdorf 

Milk type products, yoghurt type 
products, spicy sauces and salad 
dressings with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
spicy sauces and salad dressings will 
be packed as single portions; a 
container of beverages will not contain 
more than 3g g of added 
phytosterols/phytostanols 

The phytosterols are the same as 
notified by VitaeCaps 

8 September 
2006 

29 September 
2006 

57c Senoble France 
30, rue des Jaques 
F – 89150 Jouy 

Products based on fermented milk 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3g g of added 
phytosterols/phytostanols 

The phytosterols are the same as 
notified by VitaeCaps 

31 May 2007 13 June 2007 

57d Quesos Forlasa S.A. 
Avda. Reves Católios, 135 
Apartado de correos 43 
E – 02600 Villarrobledo(Albacete) 

Cheese type products (fat content ≤ 12 
g per 100 g) with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 

The phytosterols are the same as 
notified by VitaeCaps, Cognis or 
Lipofoods 

4 June 2007 13 June 2007 



more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols of added 
phytosterols/phytostanols 

57e VIVARTIA S.A. 
Dairy & Drinks Division 
10, Ziridi 
GR – 15123 Marousi/Attiki 
Greece 

Products based on fermented milk with 
added phytosterol esters 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3g of added 
phytosterols/phytostanols 

The phytosterol esters are 
provided by VitaeCaps 

27 July 2007 9 August 2007 

57f Lactea Antequerana 
Poligono Industrial 

Yoghurt drinks with added phytosterol 
esters 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3g of added 
phytosterols/phytostanols 

The phytosterol esters are 
provided by VitaeCaps 

2 May 2009 8 June 2009 

57g Senna Nahrungsmittel GmbH 
Stockhammergasse 19 
A – 1144 Wien 

Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 

The phytosterol esters are 
provided by VitaeCaps 

7 July 2009 9 July 2009 



fat; 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

57h Pomurske Milkane 
Industrijska ulica 10 
p.p. 230 
9000 Murska 
Slovenia 

Products based on milk with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3g of added 
phytosterols/phytostanols 

The phytosterols are provided by 
VitaeCaps 

29 April 2009 19 January 2010 



58 PrimaPharm B.V. 
15, Nieuwe Uitleg 
NL – 2514 BP The Hague 

Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat; milk type and fermented milk type 
products; yoghurt type products; 
cheese type products and soya drinks 
with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3g g of added 
phytosterols/phytostanols 

ACNFP1 (UK) Opinion on 
substantial equivalence of 
phytosterols considered under 
Article 5 the Novel Foods 
Regulation 
 

16 January 2006 21 February 
2006 

58a Latteria Sociale Merano 
Via Cava, 5 
I – 39012 Merano 

Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat; milk type and fermented milk type 
products; yoghurt type products; 
cheese type products and soya drinks 
with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 

The phytosterols are provided by 
PrimaPharm 

13 March 2006 27 April 2006 



phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3g g of added 
phytosterols/phytostanols 

58b trentinalatte S.P.A. 
Via 4 Novembre, 63 
I – 38030 Roverè della Luna 

Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat; milk type and fermented milk type 
products; yoghurt type products; 
cheese type products and soya drinks 
with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3g g of added 
phytosterols/phytostanols 

The phytosterols are provided by 
PrimaPharm 

3 May 2006 24 May 2006 

59 Directeur Commercial, Pacifique 
Sud 
Zone Industrielle Napoleon  
530 Avenue des Templiers – Bat. 7 
F – 13400 Aubagne 

Noni  juice (juice of the fruits of 
Morinda citrifolia) 

AFSSA3 Avis de l’Agence 
française de sécurité sanitaire 
des alimentes relatif à une 
demande d’évaluation de 
l’equivalence en substance d’un 
jus de noni tahitien au stade de 
« produit en vrac » avec une 
autre jus de noni autorisé par 
décision du 5 juin 2003 du 

28 February 
2006 

31 March 2006 



Comité Scientifique de 
l’Alimentation Humaine de la 
Commission européenne 

60 Laboratoria Natury sp.z.o.o. 
ul. Rapackiego 19 
PL - 20-150 Lublin 
Poland 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

IRPZ12 (POL) Opinia o istotnej 
Równowtorści soku “Noni vita – 
100% soku z owoców Noni” z 
autoryzowanym decyzja KE No 
2003/426/EC sokiem “Tahitian 
Noni®” 

6 February 2006 19 April 2006 

61 Joy Products S.A. 
Del ICE Sabana Norte 
125 metros Norte 
Frente al Colegio Los Ángeles 
Edificio Balot, 2ndo piso 
San José 
Costa Rica 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

DSPVNSA13 (I) Parere sulla 
sostanziale equivalenza dem 
prodotto TABARI NONI 

18 January 2006 11 April 2006 

62 Oy Foodfiles Ltd  
Niementie 2 L 6  
FIN – 70210 Kuopio 
 
on behalf of Arboris LLC 

Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat; milk type and fermented milk type 
products; yoghurt type products; 
cheese type products; soya drinks and 
salad dressings and spicy sauces 
 
rye bread with flour containing ≥ 50 % 
rye and ≤ 30 % wheat; and with ≤ 4 % 
sugar but no fat added 
with added phytosterols 
 

NFB8 (FIN) Opinion on 
substantial equivalence for 
Arboris® sterol AS-2TM plant 
sterol ingredient and foods 
enriched with it (Arboris® LLC) 

5 April 2006 
 
 
 
 
 
 
 
 
7 December 
2006 

27 April 2006 
 
 
 
 
 
 
 
 
19 February 
2007 



a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3g g of added 
phytosterols/phytostanols; 
salad dressings and spicy sauces will 
be packed as single portions. 

62a Karamolegos Bakery & 
Confeectionary Industry S.A 
Thessi Tzima 
Koropi 
GR – 194 00 Greece 

rye bread with flour containing ≥ 50 % 
rye and ≤ 30 % wheat; and with ≤ 4 % 
sugar but no fat added 
with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

The phytosterols are provided by 
Arboris 

10 August 2007 4 September 
2007 

62b Dale Farm Ltd. 
Shap Road 
Kendal 
Cumbria 
UK 
LA9 6NS 

Yogurt drinks with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3g g of added 
phytosterols/phytostanols 

The phytosterols are provided by 
Arboris 

19 September 
2008 

1 October 2008 



63 Argand’Or GmbH. 
Max-Planck-Straße 9 
D – 61381 Friedrichsdorf 

Argan Oil (Oil from Argania spinosa) The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to this Argan 
Oil 

4 April 2006 27 April 2006 

64 AstaReal AB 
Idrottsvägen 4 
SE – 134 40 Gustavsberg 

Astaxanthin in food supplements NFA15 (Sweden) Substantial 
equivalence application for the 
approval ot the astaxanthin-rich 
supercritical carbon dioxide 
extract, AstaREAL-L10, derived 
from Haematococcus pluvialis, 
for use in dietary supplements 

17 May 2006 22 May 2006 

65 Oy Foodfiles Ltd. 
on behalf of 
Oy Ecoway AB 
Kauppalkulma 
FIN 49400 Hamina 

Noni  juice (juice of the fruits of 
Morinda citrifolia) 

NFB8 (FIN) Opinion on 
substantial equivalence for noni 
juice (Ecoway Oy) 

22 May 2006 9 June 2006 

66 Noni Vida 
208 Calle Arzobispo – Suite 204 
Santo Domingo 
Dominican Republic 
 
Tropic Noni C. por A. 
104 Calle 19 de Marzo 
Santo Domingo 
Dominican Republic 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

AFSSA3 avis relatif à une 
demande d’évaluation de 
l’équivalence en substance d’un 
jus de noni de République 
Dominicaine avec un autre jus 
de noni autorisé par décision du 
5 juin 2003 du Comité 
Scientifique de l’Alimentation 
Humaine de la Commission 
européenne 

23 February 
2006 

9 June 2006 

67 HANOJU Europe 
Hof van Reims 1 
NL – 7007 JC Doetinchem 

Noni  juice (juice of the fruits of 
Morinda citrifolia) 

BNV16 (NL) Nonisap (4) 
Beoordeling van wezenlijke 
gelikwaardigheid bij een 

11 January 2006 21 February 
2006 



kennisgeving (notificatie) 
volgens de Europese 
verordening 258/97 betreffende 
nieuwe voedingsmiddelen en 
nieuwe voedselingrediënten 

68 DDO processing LLC 
3117 Southside avenue 
Cincinatti OH 45204 
USA 

Milk type products, fermented milk 
type products, soya drinks, salad 
dressings, spicy sauces with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols; 
salad dressing and spicy sauces will be 
packed as single portions 

ACNFP1 (UK) Opinion on 
substantial equivalence of 
phytosterols considered under 
Article 5 of the Novel Foods 
Regulation 

13 July 2006 28 July 2006 

69 Inpharma SA 
Via F. Borromi 3 
CH – 6900 Lugano 

Milk type products, fermentd milk type 
products, yoghurt type products, 
cheese type products with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 

DPSVNSA13 Opinion on the 
substantial equivalence of new 
ingredients and food products to 
which phytosterols and/or 
vegetable sterols have been 
added 

26 June 2006 24 July 2006 



phytosterols 
69a Centrale del latte di Vicenza 

Contra Carpagnon 11 
I-36100 Vicenza 

Yoghurt based products with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterol ingredient is the 
one that was notified by 
Inpharma 

1 August 2006 6 September 
2006 

69b Consorzio Produttori Latte di 
Trento e Borgo Scarl 
Via Campotrentino, 9 
I-38100 Trento 

Fermented milk type products and 
yoghurt type products with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterol ingredient is the 
one that was notified by 
Inpharma 

30 August 2006 15 September 
2006 

70 KAHUNA GmbH 
Alfred-Klingele-Str. 78 
D-73630 Remshalden 

Noni  juice (juice of the fruits of 
Morinda citrifolia) 

AGES7 Feststellung der 
wesentlichen Gleichwertigkeit 
von Saft aus der Frucht der 
Spezies Morinda citrifolia L. 
(Noni-Saft) der Firma KaHuna 
GmbH Deutschland zur 
Verwendung und In-
Verkehrbringen als neuartiges 

2 August 2006 12 September 
2006 



Lebensmittel und neuartige 
Lebensmittelzutat in 
pasteurisierten 
Fruchtsaftgetränken 

71 Stuffer S.p.A. 
Via Copernico 2 
I-39100 Bolzano 

Milk type products with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols/phytostanols 

The phytosterols are the same as 
authorised by Commission 
Decision 2004/333/EC 

6 September 
2006 

15 September 
2006 

72 Les Derives Resiniques et 
Terpeniques 
30, rue Gambetta – BP 206 
F - 40105 Dax Cedex 

Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads base don butter or other animal 
fat; milk based fruit drinks, yoghurt 
type products and cheese type products 
(fat content ≤ 12 g per 100g) where the 
milk fat and or protein has been fully 
or partly replaced by vegetable fat or 
protein with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 

 FSA9 Opinion on the 
equivalence of phytosterols 
produced by DRT 

12 October 
2006 

6 November 
2006 



phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols/phytostanols 

72a Mills DA 
Sofienberggatan 19 
PO Box 4644 SOF 
N – 00506 Oslo 

Yellow fat spreads as defined by 
Council Regulation (EC) No 2991, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

The phytosterols are provided by 
Les Derives Resiniques et 
Terpeniques 
 

27 December 
2006 

26 January 2006 

73 Sebastian Held 
Eselerstr. 6 
D – 86720 Nördlingen 

Noni  juice (juice of the fruits of 
Morinda citrifolia) 

BVL4 (D) Position on the 
question from Mr Sebastian 
Held, 90409 Nürnberg, 
concerning the substantial 
equivalence under Article 3(4) 
of Regulation (EC) No 258/97 of 
juice from the fruit of the 
morinda citrifolia L. species to 
"Noni Juice" (juice from the 
fruit of the morinda citrifolia L. 
species) produced by the 
company Morinda Inc. and 
authorised as a novel food 
ingredient under Regulation 
(EC) No 258/97 

10 October 
2006  

17 November 
2006 



74  Fenchem Enterprises Ltd. 
1911-1915 Fortune Building No. 
359 
Hongwu Rd 
Nanjing, 210002 
CHINA 

Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat; milk type products such as 
skimmed and semi skimmed milk type 
products, possibly with the addition of 
fruits and/or cereals, fermented milk 
type products, such as yoghurt and 
cheese type products (fat content ≤ 12 
g per 100g) where the milk fat and or 
protein has been fully or partly 
replaced by vegetable fat or protein; 
milk based fruit drinks; 
salad dressings and spicy sauces; rye 
bread  with flour containing ≥ 50 % rye 
(wholemeal rye flour, whole or cracked 
rye kernels and rye flakes) ≤ 30 % 
wheat  and with ≤ 4 % sugar but no fat 
added 
with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols/phytostanols; spicy sauces 

NFB8 Opinion on substantial 
equivalence for Cholevel™ 
Plant Sterol ingredient and foods 
enriched wit hit (Fenchem 
Enterprises Ltd.) 

1 November 
2006 

16 November 
2006 



and salad dressings will be packed as 
single portions 

74a HAJDÚSÁGI SÜTÖDÉK Zrt 
Hösök Útja 1-3 
HU – 4027 Debrecen 
Hungary 

Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat; milk type products such as 
skimmed and semi skimmed milk type 
products, possibly with the addition of 
fruits and/or cereals, fermented milk 
type products, such as yoghurt and 
cheese type products (fat content ≤ 12 
g per 100g) where the milk fat and or 
protein has been fully or partly 
replaced by vegetable fat or protein; 
milk based fruit drinks; 
salad dressings and spicy sauces; rye 
bread  with flour containing ≥ 50 % rye 
(wholemeal rye flour, whole or cracked 
rye kernels and rye flakes) ≤ 30 % 
wheat  and with ≤ 4 % sugar but no fat 
added 
with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 

The phytosterols are provided by 
Fenchem Enterprises 

12 November 
2007 

5 December 2007 



contain more than 3 g of added 
phytosterols/phytostanols; spicy sauces 
and salad dressings will be packed as 
single portions 

75 Cargill R&D Europe 
Havenstraat 84 
B 1 1800 Vilvoorde 

Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat; milk type products such as 
skimmed and semi skimmed milk type 
products, possibly with the addition of 
fruits and/or cereals, fermented milk 
type products, such as yoghurt and 
cheese type products (fat content ≤ 12 
g per 100g) where the milk fat and or 
protein has been fully or partly 
replaced by vegetable fat or protein; 
milk based fruit drinks; 
salad dressings and spicy sauces; rye 
bread  with flour containing ≥ 50 % rye 
(wholemeal rye flour, whole or cracked 
rye kernels and rye flakes) ≤ 30 % 
wheat  and with ≤ 4 % sugar but no fat 
added 
with added phytosterol esters 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 

NFB8 Opinion on substantial 
equivalence for foods enriched 
with Corowise plant sterol/plant 
stanol esters (Cargill) 

26 October 
2006 

23 November 
2006 



phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols/phytostanols; spicy sauces 
and salad dressings will be packed as 
single portions 

75a Dinosol Supermercados 
Camino de la Zarzuela, 11 
E – 28023 Madrid 

Fermented milk based beverages with 
added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterols are provided by 
Cargill 

3 March 2010 29 March 2010 

75b Uniq prepared Foods 
Station Road 
Ministerley 
Shropshire SY5 0BN 
United Kingdom 

Yoghurt based products with added 
phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

The phytosterols are provided by 
Cargill 

12 August 2010 9 September 
2010 

76 FORLIVE srl 
Via Ravegna, 456 
I – 47100 Forli (FC) 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

Opinion by DSPVNSA13 4 January 2007 31 January 2007 

77 Istituto Pirri srl Noni juice (juice of the fruits of Opinion by DSPVNSA13 21 December 31 January 2007 



Via Cavour 7 
I – 20052 Monza 
 
On behalf of 
Innomark Inc. 

Morinda citrifolia) 2006 

78 Láctea Antequerana S.L. 
Polígono Industrial 
Avda. El Romeral, 3 
E – 29200 Antequera 
Málaga 

Fermented milk type products with 
added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols/phytostanols 

The phytosterols are the same as 
authorised by Commission 
Decision 2004/336/EEC 

2 January 2007 25 January 2007 

78a Uniekaas Nederland B.V. 
Belgiëstraat 6 
NL – 5171 PN Kaatsheuvel 
Postbus 14 
NL – 5170 AA Kaatsheuvel 

Fermented milk type products (cheese 
type products with fat content ≤ 12 g 
per 100 g) with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols/phytostanols 

The phytosterols are the same as 
authorised by Commission 
Decision 2004/336/EEC 

8 January 2007 14 February 
2007 

79 AgroLabs Inc. 
805 Port America Place 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

FSA9 Opinon on the equivalence 
of "Naturally Noni" produced by 

23 January 2007 8 February 2007 



Suite 200 
Grapevine Tx 76051 
USA 

AgroLabs Inc. 

80 Lipofoods 
Calle Issac Peral, 17 
E – 08850 Gavà (Barcelona) 

Phytosterol ingredients to be used in: 
Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat; products based on milk, such as 
products based on skimmed and semi- 
skimmed milk, possibly with the 
addition of fruits and/or cereals, 
fermented milk type products, such as 
yoghurt and cheese type products (fat 
content ≤ 12 g per 100g) where the 
milk fat and or protein has been fully 
or partly replaced by vegetable fat or 
protein; milk based fruit drinks; 
salad dressings and spicy sauces; soya 
drinks with added phytosterols 
 
rye bread with flour containing ≥ 50 % 
rye (wholemeal rye flour, whole or 
cracked rye kernels and rye flakes) and 
≤ 30 wheat; and with ≤ 4 % added 
sugar but no fat added 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 

ACNFP1 (UK) Opinion on 
substantial esquivalence of 
phytosterols considered under 
Article 5 of the Novel Foods 
Regulation (FSA9 (UK) 15 
February 2007; NFU 632) 
 
 
 
 
 
 
 
 
 
 
 
 
NFB9 (FIN) Opinion on 
substantial equivalence of 
Lipophytol plant sterol 
ingredients (Lipofoods) 

16 February 
2007 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
1 February 2010

12 March 2007 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
22 February 
2010 



day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols/phytostanols; spicy sauces 
and salad dressings will be packed as 
single portions 

80 
a 

Nöm AG 
Vöslauer Strasse 
A – 2500 Baden 

Products based on milk, such as 
products based on skimmed and semi- 
skimmed milk, possibly with the 
addition of fruits and/or cereals, 
fermented milk type products, such as 
yoghurt with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols/phytostanols; 

The phytosterols are provided by 
Lipofoods 

19 November 
2008 

1 December 2008 

81 Cyanotech Corporation 
73-4460 Queen Kaahumanu 
Highway 
102 Kailua-Kona 
HI 96740 
USA 

Food supplements with Astaxanthin-
rich oleoresin extracted from 
Haematococcus Pluvialis 

FSA9 Request for an opinion on 
substantial equivalence of 
Astaxanthin-rich extract from 
Haematococcus pluvialis algae 

7 March 2007 13 March 2007 

82 OY Foodfiles Ltd. 
Neulaniementie 2 L6 

Spreadable fats, as defined by Council 
Regulation (EC) No 2991/94 (1) 

NFB8 Opinion on the substantial 
equivalence of Phyto-S-Sterol™ 

14 May 2007 1 June 2007 



FIN – 70210 Kuopio 
 
For Phyto-Source L.P. 

Annex, points B and C, excluding 
cooking and frying fats and spreads 
based on butter or other animal fat. 
Milk based products, such as products 
based on semi-skimmed and skimmed 
milk products, possibly with the 
addition of fruits and/or cereals, 
products based on fermented milk such 
as yoghurt and cheese based products 
(fat content ≤ 12 g per 100 g), where 
possibly the milk fat has been reduced 
and the fat or protein has been partly or 
fully replaced by vegetable fat or 
protein. Soya drinks. Spicy sauces and 
salad dressings including mayonnaise. 
Rye bread with flour containing ≥ 50 
% rye (wholemeal rye flour, whole or 
cracked rye kernels and rye flakes) and 
≤ 30 % wheat; and with ≤ 4 % added 
sugar but no fat added with added 
phytosterols 

(Phyto-Source L.P.) 

83 Oleador 
Gustav-Adolf-Str. 27 
D – 30167 Hannover 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by 
Oleador 

9 July 2007 9 August 2007 

84 PURAVITTA 
Vuurwerekerweg 13 
NL – 1032 KN Amsterdam 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

BVN16 Noni juice (5) 
Assessment of the substantial 
equivalence for a notification, 

16 August 2007 24 August 2007 



in accordance with European 
Regulation 258/97 concerning 
novel foods ndnovel food 
ingredients 

85 PARADA 
Ul. M. C. Sklodoxskiej 91 
PL – 42-700 Lublinec 
Poland 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

IZIZ17 has delivered an opinion 
on the substantial equivalence of 
the Noni juice that is placed on 
the market by Parada 

20 August 2007 4 September 
2007 

86 POLFIT Sp.z o.o 
Ul. Zeusa 1 
PL – 01-497 Warszawa 
Poland 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

IRPZ12 Opinion about the 
significant equivalence of 
"Polinesian Noni juice" with 
"Tahitian Noni" authorised by 
the EC decision No 
2003/426/EC 

27 August 2007 6 September 
2007 

87 Pojektmanagement Beratung 
Am Hardtberg 3 
D – 76593 Gernsbach 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by 
Projektmanagement Beratung 

29 August 2007 13 September 
2007 

88 Argania Gold GmbH 
Waldstr. 18 
D – 55767 Abentheuer 
 
Argania Gold SARLAU 
Avenue Mouktar Sousi N 299 
80352 Dcheira – Inezgane 
Marocco 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by 
Argania Gold 

11 September 
2007 

25 September 
2007 

89 Frigini's Kaskade 
Feldstr. 14 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 

7 September 
2007 

25 September 
2007 



D – 46499 Hamminkeln opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by 
Frigini's Kaskade 

90 Absim France SAS 
123 avenue Joseph Kessel 
F – 78960 Voisins le Bretonneux 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by 
Absim France 

5 September 
2007 

1 October 2007 

91 S.I.R.H. SA 
41, bd de la République 
F – 76400 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by 
S.R.H.I. SA 

12 October 
2007 

23 October 2007 

92 Noumidia Caftan International 
Weinstraße 3 
D – 4032 Düsseldorf 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by 
Noumidia Caftan International 

15 October 
2007 

23 October 2007 

93 Arganenoel 
Am Tannenstumpf 71a 
D- 63303 Dreieich-Offenthal 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by 
Arganenöl 

9 October 2007 23 October 2007 

94 Leap of Faith Farms 
Box 94 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

ACNFP1 (UK) Opinion on 
Substantial equivalence of Noni 

15 October 
2007 

22 October 2007 



Conception, Chiriqui 
Republic of Panama 

juice produced by Leap of Faith 
Farms considered under Article 
5 of the Novel Foods Regulation 

95 TNO Quality of Life 
Utrechtseweg 48 
P.O.Box 360 
NL – 3700 AJ Zeist 
 
On behalf of 
Mitsui Sugar Co Ltd., Japan 

Isomaltulose BVN16 (NL) Isomaltulose (2) 
Assessment of substantial 
equivalence for a notification in 
accordance with European 
Regulation 258/97 concerning 
novel foods and novel food 
ingredients 

1 November 
2007 

30 November 
2007 

96 Noni de Tahiti Ltd. 
Falkeners House 
Rectory Lane 
Bramshott 
Liphook 
Hampshire UK 
GU30 7QZ 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

FSA9 Opinion on the 
equivalence of Tahition Noni 
Juice by Noni de Tahiti Ltd. 

14 November 
2007 

30 November 
2007 

97 Mogador Naturprodukte 
Am Heilbrunnen 47 
D – 72766 Reutlingen 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by 
Mogador Naturprodukte 

2 November 
2007 

5 December 2007 

98 Alter Eco 
36, boulevard de Bastille 
F – 75012 Paris 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by Alter 
Eco 

22 October 
2007 

6 December 2007 

99 Bio Planète Argan oil The DGCCRF14 (F) confirmed 5 November 10 December 



Huilerie F.J. Moog SARL 
Route de Limoux 
F – 11150 Bram 

that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by 
Huilerie F.J. Moog SARL 

2007 2007 

100 Aarhus Karlshamn Sweden AB 
SE – 374 82 Karlshamn 

Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat; milk type products such as 
skimmed and semi skimmed milk type 
products, possibly with the addition of 
fruits and/or cereals, fermented milk 
type products, such as yoghurt and 
cheese type products (fat content ≤ 12 
g per 100g) where the milk fat and or 
protein has been fully or partly 
replaced by vegetable fat or protein; 
milk based fruit drinks; 
salad dressings and spicy sauces; rye 
bread with flour containing ≥ 50 % rye 
(wholemeal rye flour, whole or cracked 
rye kernels and rye flakes) ≤ 30 % 
wheat  and with ≤ 4 % sugar but no fat 
added 
with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 

NFB8 (FIN) Opinion on 
substantial equivalence for 
phytosterol product VIVIDOL® 
(Aarhus KArlshamn Sweden 
AB) 

3 December 
2007 

12 December 
2007 



day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols/phytostanols; spicy sauces 
and salad dressings will be packed as 
single portions 

101 Perle d'Argan 
155, Boulevard Léopold II 
B – 1080 Bruxelles 

Argan oil Avis du Conseil Supérieur de 
la Santé18 (B) N° 8342: Huile 
d'argan: Equivalence 
substantielle 

17 December 
2007 

10 January 2008 

102 Foscon 
 
for 
Emsland Stärke GmbH 
Emslandstr. 58 
D – 49428 Emlichheim 

Potato protein BVL4 (D) Stellungnahme über 
die Frage der wesentlichen 
Gleichwertigkeit gemäß Art. 3 
Abs. 4 der Verordnung (EG) Nr. 
258/97 von "Kartoffeleiweiß 
F7020" der Firma FOSCON 
Haigernstr. 47, 74223 Flein für 
die Emsland-Stärke GmbH, mit 
dem als neuartige 
Lebensmittelzutat zugelassenen 
"koagulierten 
Kartoffelproteinen" der Firma 
AVABE 

8 December 
2007 

18 January 2008 

103 SanoVia 
Im Kühstiefel 19 
D – 56653 Wehr 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by Sano 
Via 

17 February 
2008 

17 March 2008 



104 ARGANA d.o.o. 
Rentje 50 
4294 Križe 
Slovenia 
 
Arganoil Company 
213, Lot Habiba El Oulfa 
Casablanca 
Maroc 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by  
ARGANA d.o.o. and Arganoil 
Company 

17 March 2008 14 April 2008 

105 BPF Bioactive Products Faktory 
ul. Sloneczna 4 
95-020 Justynów 
Poland 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

IZIZ17 (PL) has delivered an 
opinion that the Noni juice to be 
placed on the market by the 
company BPF Bioactive 
Products Factory was 
substantially equivalent to Noni 
juice that is already on the 
market 

31 March 2008 16 April 2008 

106 Hygieiea Global 
Building #54,5F 
1089 N, Quinzhou Rd 
Shanghai 
China 
Hygieia Europe 
Postfach 1601 
D – 40641 Meerbusch 

Glucosamine HCl from Aspergillus 
niger for use in food supplements 

FSAI11 (IRl) Substantial 
equivalence opinion of 
GlucosaGreen® branded 
Glucosamine HCL 

3 April 2008 7 May 2008 

107 Alga Technologies Ltd. 
Kibbbutz Ketura D.N. 
Hevel Eliot 88840 
Israel 

Astaxanthin rich extract from 
Haematococcus pluvialis 

ACNFP1 (UK) Opinion on 
substantial equivalence of 
Astaxanthin-rich oleoresin 
extracted from Haematicoccus 
pluvialis algae considered under 

14 April 2008 13 May 2008 



Article 5 of the Novel Foods 
Regulation 

108 KitoZyme sa 
Rue Haute Claire 4 
Parc Industriel des Hauts Sarts, 
zone 2 
B – 4040 Herstal 

Chitosan from fungi (Agaricus 
bisporus; Aspergillus niger) for use in 
food supplements 

CSS18 (B) Avis du Conseil 
Supérieur de la Santé N° 8319 
Chitosane (KIOnutrime-Cs™) 
équivlence substantielle 

30 April 2008 28 May 2008 

109 Thiele Lifestyle 
Baymex Außenhandelsges. mbH 
Am Bahnhof 12 
D – 94538 Fürstenstein 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 
company Thiele Lifestyle 

29 April 2008 4 June 2008 

110 EZA Natürlich Fair 
Wenger Straße 5 
A – 5203 Köstendorf 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 
company EZA natürlich Fair 

16 June 2008 7 July 2008 

111 Hygieiea Global 
Building #54,5F 
1089 N, Quinzhou Rd 
Shanghai 
China 
Hygieia Europe 
Postfach 1601 
D – 40641 Meerbusch 

Glucosamine sulphate NaCl from 
Aspergillus niger for use in food 
supplements 
 
Glucosamine sulphate KCl from 
Aspergillus niger for use in food 
supplements 

FSAI11 (IRL) Substantial 
Equivalence Opinion of 
Glucosamine Sulphate NaCl 
 
FSAI11 (IRL) Substantial 
Equivalence Opinion of 
Glucosamine Sulphate KCl 

14 August 2008 11 September 
2008 

112 EFIT Srl 
Via Bramante 41 
I – 05100 Terni 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 

11 August 2008 11 September 
2008 



was also applicable to the Argan 
oil placed on the market by the 
company EFIT Srl 

113 Korzonek 
Gottfried Kellerstr. 61a 
D – 94315 Straubing 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 
company Korzonek 

21 August 2008 17 September 
2008 

114 EUROFROID 
Rue Denis Papin 
Zone industrielle 
F – 24100 Bergerac 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 
company EUROFROID 

11 September 
2008 

1 October 2008 

115 ArganEden SARL 
BP 60331 
F – 33164 La Teste Cedex 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 
company ArganEden 

1 December 
2008 

11 December 
2008 

116 Copram 
Société de commercialisation des 
produits alimentaires du Maroc 
17 rue Copenhague 
B.P. 80168 
F – 13745 Vitrolles Cedex 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 
company copram 

16 December 
2008 

19 January 2009 

117 Diar Argan 
Am Altwasser 44 
D – 85459 Berglern 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 

12 January 2009 22 January 2009 



was also applicable to the Argan 
oil placed on the market by the 
company 

118 I.R.B. s.r.l. 
Istituto di Ricerche Biotecnologiche 
Via Piave 24/B 
I – 36077 Altavilla Vic.NA (VI) 

Extracts from Ajuga reptans DSPVNSA13 Subject: 
Substantial equivalence for 
Ajuga reptans extracts from 
plant tissue cultures 

19 December 
2008 

19 January 2009 

119 Arganpur 
KlönneStr. 94 
D – 44143 Dortmund 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 
company Arganpur 

25 June 2008 17 July 2008 

120 SARL Argamis 
711 bis Lotissement 
Allah Route de Guelin 
Tiznit 
Maroc 

Argan oil The FPS-HFCSE19 (B) 
confirmed that the previously 
issued opinion by CSS18 see 
(No. 101) was also applicable to 
the Argan oil placed on the 
market by SARL Argamis 

20 March 2009 26 March 2009 

121 SARL SOUSS TERROIR 
Lotissement Yasmina 2 C5 
AIT Mlloul 80150 
Maroc 

Argan oil The FPS-HFCSE19 (B) 
confirmed that the previously 
issued opinion by CSS18 see 
(No. 101) was also applicable to 
the Argan oil placed on the 
market by SARL SOUSS 
TERROIR 

20 March 2009 26 March 2009 

122 FORMOR Polska 
Ul. Objazdowa 1 
05-119 Legonovo 
Poland 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

IRPZ12 Opinia o istotnej 
równowartości soku "NONI 
SOK" z autoryzowanym decyzją 
KE No 2003/426/EC sokiem 

26 November 
2008 

27 March 2009 



"Tahitian Noni®" 
123 Lindemann GmbH & Co. KG 

Postfach 2249 
D – 32255 Bünde 

Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

The phytosterols are the same as 
authorised by Commission 
Decision 2004/333/EC 

17 April 2009 21 April 2009 

124 Laboratoires Expanscience 
Rue de 4 Filles 
F – 28231 Épernon CEDEX 

Extract from Sunflower oil as an 
ingredient to food supplements 

AFSSA3 AVIS de l'Agence 
française de sécurité sanitaire 
des aliments relative à 
l'évaluation de l'équivalence 
substantielle d'un extrait d'huile 
de tournesol avec un extrait 
d'huile de germe de maïs  

4 May 2009 5 May 2009 

125 Cauvin 
2350 Route de St. Gilles 
F – 30000 Nimes 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 
company Cauvin 

4 May 2009 2 June 2009 

126 Bionatur 
18, chemin de Roquerose 
F – 83690 Sillans la Cascade 

Noni juice (juice of the fruits of 
Morinda citrifolia) 

AFSSA3 (F) Avis de l'Agence 
française de sécurité sanitaire 
des aliments relative à 
l'évaluation de l'équivalence 
substantielle d'un jus de noni 

2 June 2009 9 July 2009 



avec le jus de Morinda citrifolia 
L. 

127 Arganhaus 
Geditschstr. 77 
D – 10823 Berlin 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 
company Arganhaus 

15 June 2009 14 July 2009 

128 Bioresco 
Bundesstrasse 29 
CH – 4064 Basel 
 
For DSM Nutritional Products Ltd. 

Purified extract from tea (Camellia 
sinensis) 

FSAI11: Substantial equivalence 
opinion of purified green tea 
extract - TEAVIGO 

4 May 2009 6 August 2009 

129 I.R.B. s.r.l. 
Istituto di Ricerche Biotecnologiche 
Via Piave 24/B 
I – 36077 Altavilla Vic.NA (VI) 

Extracts from Echinacea angustifolia DSPVNSA13 (I) Substantial 
equivalence for Echinacea 
angustifolia extract from plant 
tissue cultures 

5 August 2009 13 August 2009 

130 ABGUR GmbH 
Burkheimerstr. 9 
D – 79111 Freiburg 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 
company ABGUR GmbH 

28 July 2009 14 August 2009 

131 Codefa 
718 M.i.n. des Arnavaux 
F - 13323 Marseille cedex 14 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 
company Codefa 

3 August 2009 17 August 2009 

132 Souk du Maroc Argan oil The DGCCRF14 (F) confirmed 10 August 2009 21 August 2009 



Mainzer Str. 45 
D – 53179 Bonn 

that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 
company Souk du Maroc 

133 Smart food inno hft. 
Hösők útja 1-3 
HU – 4027 Debrecen 

2 Phytosterolcompositions for use in 
rye bread with flour containing ≥ 50 % 
rye (wholemeal rye flour, whole or 
cracked rye kernels and rye flakes) ≤ 
30 % wheat  and with ≤ 4 % sugar but 
no fat added 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

OETI20 (HU) Szakvélemeny 
Lényegi Egyenértékűségről 
Opinion on the Substantial 
Equivalence of Plant Sterol 
Compositions 

20 August 2009 20 August 2009 

133
a 

Cook Bread 
Sűtőipari és Keresdelmi Kft 
Hösők útja 1-3 
HU – 4027 Debrecen 

rye bread with flour containing ≥ 50 % 
rye (wholemeal rye flour, whole or 
cracked rye kernels and rye flakes) ≤ 
30 % wheat  and with ≤ 4 % sugar but 
no fat added 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

The phytosterols are provided by 
Smart Food Inno 

30 April 2010 31 May 2010 

133 
b 

Hadjúsági Sütödék 
Sűtőipari és Keresdelmi Kft 

rye bread with flour containing ≥ 50 % 
rye (wholemeal rye flour, whole or 

The phytosterols are provided by 
Smart Food Inno 

14 April 2010 31 May 2010 



Hösők útja 1-3 
HU – 4027 Debrecen 

cracked rye kernels and rye flakes) ≤ 
30 % wheat  and with ≤ 4 % sugar but 
no fat added 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

133
c 

Bobájka 
Kereskedelmi és Szolgáltaó Kft. 
Honvédtemető u. 55 
HU – 4027 Debrecen 

rye bread with flour containing ≥ 50 % 
rye (wholemeal rye flour, whole or 
cracked rye kernels and rye flakes) ≤ 
30 % wheat  and with ≤ 4 % sugar but 
no fat added 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

The phytosterols are provided by 
Smart Food Inno 

30 April 2010 31 May 2010 

133
d 

IBERO T. REX 
Élelmiszeripari, Kereskedelmi és 
Szolgáltató Kft. 
Kassa u. 12 
HU 4220 Hjdúbőszörmény 

rye bread with flour containing ≥ 50 % 
rye (wholemeal rye flour, whole or 
cracked rye kernels and rye flakes) ≤ 
30 % wheat  and with ≤ 4 % sugar but 
no fat added 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 

The phytosterols are provided by 
Smart Food Inno 

30 April 2010 31 May 2010 



phytosterols/phytostanols 
133
e 

Szezám 
Sűtőipari, Keresdelmi és 
Szolgáltató Kft. 
Hösők útja 1-3 
HU – 4027 Debrecen 

rye bread with flour containing ≥ 50 % 
rye (wholemeal rye flour, whole or 
cracked rye kernels and rye flakes) ≤ 
30 % wheat  and with ≤ 4 % sugar but 
no fat added 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols 

The phytosterols are provided by 
Smart Food Inno 

30 April 2010 31 May 2010 

134 Baobab Fruit Company S.a.r.l. 
Via A. Mondadori 15 
I – 46025 Poggio Rusco (MN) 

Baobab dried fruit pulp CUDN21 Substantial 
equivalence of the Baobab 
(Adansonia digitata) dried fruit 
pulp 

17 August 2009 17 September 
2009 

135 Argan export company 
2a rue de Ramillies 
B – 1367 Ramillies 

Argan oil The Federal Public Service (B) 
confirmed that the previously 
issued opinion by the CSS18 (see 
101) was also applicable to the 
Argan oil placed on the market 
by Argan export company 

17 September 
2009 

23 September 
2009 

136 JFM SUNILE AS 
Holtbrekka 7 
Postboks 109 
5202 Os 
Norway 

Lipid extract from the crustaceae 
Anarctic krill (Euphausia superba) 

MfFLoF7 (DK) Vedrørende 
anmodning om vurdering af 
væsentlig lighed af ColdSea 
krillolie (fedekstrakt fra 
antarktisk lyskrebs Euphausia 
superba) med krillolie fra 
Neptune Technologies 

29 October 
2009 

16 November 
2009 

137 Zenith-Group Argan oil The DGCCRF14 (F) confirmed 27 October 23 November 



Siedlungsstr. 7 
D – 75203 Königsbach-Stein 

that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 
company Zenith-Group 

2009 2009 

138 Bioriginal Europa/Asia bv 
Bosland 40 
NL – 3258 AC den Bommel 

Refined Echium oil BVN16 (NL) Geraffineerde 
echiumolie – Boordeling van 
wezenlijke glijkwaardigheid bij 
een kennisgeving (notifacatie) 
volgens de Europese 
verordening 258/97 betreffende 
nieuwe voedingsmiddelen en 
nieuwe voedselingrediënten 

9 November 
2009 

27 November 
2009 

139 Original Chia Aps. 
Stranvej 1 D 
DK – 6400 Sønderborg 

Chia seed as ingredient to bread 
products (maximu 5%) 

MfFLoF7 (DK) Ang. Vurdering 
af om chia (Salvia hispanica L.) 
fra firmaet Original Chia Aps. I 
det væsentlige ligner chia fra 
frirmaet Columbus Paradigm 
Institute 

3 December 
2009 

7 December 2009 

140 Aker BioMarine Antarctic AS 
Fjordalléen 16 
P.O.Box 1423 Vika 
NO – 0115 Oslo 
Norway 

Lipid extract from the crustaceae 
Anarctic krill (Euphausia superba) 

NFB8 (FIN) Lausunto 
Superba™ krilliäyriäisöljyn 
oleellisesta vastaavuudesta 
(Aker Biomarine Antarctic AS) 

11 December 
2009 

22 December 
2009 

141 GIE Targanine 
Rue de Marrakech, Bloc 3, N° 33 
Quartier Industriel 
80 000 Agadier 
Maroc 

Argan oil The Federal Public Service (B) 
confirmed that the previously 
issued opinion by the CSS18 (see 
101) was also applicable to the 
Argan oil placed on the market 
by GIE Targanine 

16 December 
2009 

15 January 2010 



142 Enzymotec Ltd 
P.O.Box 6 
Migdal Ha Emeq 
23106 Israel 

Krill oil NFB8 Lausunto krilliäyriäisesta 
(Euphasia suberba) uutetun 
öljyn oleellisesta vastaavuudesta 
(Enzymotec) 

4 March 2010 16 March 2010 

143 Fruchtquell Getränkeindustrie 
GmbH & Co. KG 
Kogeler Straße 16 
D – 19243 Dodow 

Noni Juice BVL4 (D) Stellungnahme über 
die Frage der wesentlichen 
Gleichwertigkeit gemäß Art. 3 
Abs. 4 der Verordnung (EG) Nr. 
258/97 von "Noni-Saft" (Saft 
aus der Frucht der Spezies 
Morinda citrifolia L.) der Firma 
Fruchtquell Getränkeindustrie 
GmbH & Co. KG, Kogelerstraße 
16, 19243 Dodow mit anderen 
bereits nach Artikel 5 der 
Verordnung (EG) 258/97 
notifizierten Noni-Säften 

7 May 2009 19 April 2010 

144 Pacifique Sud Cosmetique 
ZI Napollon 
530 Avenue des Templiers Bat. 7 
F – 13400 Aubagne 

Dry extract from Noni juice (juice of 
the fruits of Morinda citrifolia) for use 
in food supplements 

AFFSA3 (F) AVIS de l'Agence 
française de sécurité sanitaire 
des aliments relative à 
l'évaluation de l'équivalence 
substantielle d'un extrait sec de 
jus de noni avec le jus de 
Morinda citrifolia L. 

23 November 
2009 

20 May 2010 

145 Healey Group Ireland Ltd. 
HCL House, Second Avenue 
Cookstown Industrial Estate 
Tallaght, Dublin 24 
Ireland 

Baobab dried fruit pulp FSAI11 (IRL) Letter from the 
Food Safety Authority of Ireland 
acknowledging the substantial 
equivalence of this Baobab dried 
fruit pulp to the one authorised 
by Commission Decision 

10 June 2010 28 June 2010 



2008/575/EC 
146 R. Münchow 

Internationale Weine und 
Delikatessen e.K. 
Höristr. 9 
D – 78239 Rielasingen - 
Worblingen 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 
company R. Münchow 

14 June 2010 28 June 2010 

147 Naturkost Übelhör GmbH & Co 
KG 
Friesenhofen-Bahnhof 23-25 
D – 88299 Leutkirch-Friesenhofen 

Chia seed BVL4 (D) Stellungnahme über 
die Frage der wesentlichen 
Gleichwertigkeit gemäß Art. 3 
Abs. 4 der Verordnung (EG) Nr. 
258/97 von "Chia Saat (Salvia 
hispanica L.) der Firma 
Naturkost übelhör GmbH & Co. 
KG, Gewerbegebiet alte 
Bahnlinie, Friesenhofen-
Bahnhof 23-25, 88299 Leutkirch 
Friesenhofen, mit dem gemäß 
Artikel 4 Absatz 1 der o.g. 
Verordnung als 
Lebensmittelzutat zugelassenen 
"Chiasamen (Salvia hispanica) – 
Entscheidung der Kommission 
Nr. 2009/827/EC vom 13. 
Oktober 2009 

21 June 2010 9 July 2010 

148 Reformhaus Völkl 
Weyrgasse 8 
A – 1430 Wien 

Argan oil The DGCCRF14 (F) confirmed 
that the previously issued 
opinion by AFSSA3 (see No 13) 
was also applicable to the Argan 
oil placed on the market by the 

30 April 2010 20 July 2010 



company reformhaus Völkl 
149 Sumitomo Corporation 

1-8-11 Harumi 
Chuo-Ku 
Tokyo, 104-8610 
Japan 

Vitamin K2 (Menaquinon") FSAI11 (IRL) Vitamin K2 
Substantial equivalence Opinion 

25 June 2010 20 July 2010 

150 ASL Applications Santé des 
Lipides 
BIOPARC VICHY 
F – 03270 Hauterve 

Phospholipides from eggs AFSSA3 (F) Avis del'agence 
française de sécurité sanitaire 
des aliments relatif à une 
demande d'évaluation d'une 
équivalence en substance de 
phospholipides de jaune d'œfs 
natrellemnt enriches en acide 
docosahexaénoïque (DHA), dont 
l'utilisation est autorisée au titre 
du règlement (CE) n° 258/97 
relatif aux nouveaux aliments et 
noveax ingrédients (descision de 
la commission n° 200/195/CE) 

6 July 2010 10 August 2010 

151 Nutrilab NV 
Kapellstraat 154 
B – 3550 Heusden-Zolder 

D-Tagatose The Superior Health Council 
(CSS, B) has deilivered an 
opinion that the D-Tagatose 
from tha company Nutrilab NV 
was substantially equivalent to 
the D-Tagatose that was already 
authorised 

14 July 2010 4 August 2010 

152 Unilever PLC 
Unilever House 
Blackfriars 
London EC4P 4BQ 

Soya drinks with added phytosterols 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 

The Ministry of Pubic Health 
Welfare and Sport (NL) has 
confirmed that the Soya drinks 
with added phytosterols to be 

15 July 2010 4 August 2010 



United Kingdom more than 1 g (in case of 3 portions per 
day) of added phytosterols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols 

placed on the market by 
Unilever were substantially 
equivalent to soya drinks with 
added phytosterols already on 
the market 

153 Mighty Baobab Ltd. 
Bostall Lodge 
Bostall Heath 
London SE 2 0AT 
United Kingdom 

Baobab dried fruit pulp FSAI11 (IRL) Substantial 
Equivalence of Mighty Baobab 
Ltd. Baobab Dried Fruit Pulp 

17 August 2010 8 September 
2010 

154 Oy Foodfiles Ltd. 
Neulanjementie 21.6 
FIN – 70210 Kuopio 
 
On behalf of 
Jiangsu Spring Fruit Biological 
Products Co. Ltd. 

Phytosterol ingredients to be used in: 
Yellow fat spreads as defined by 
Council Regulation (EC) No. 2991/94, 
excluding cooking and frying fats and 
spreads based on butter or other animal 
fat; products based on milk, such as 
products based on skimmed and semi- 
skimmed milk, possibly with the 
addition of fruits and/or cereals, 
fermented milk type products, such as 
yoghurt and cheese type products (fat 
content ≤ 12 g per 100g) where the 
milk fat and or protein has been fully 
or partly replaced by vegetable fat or 
protein; milk based fruit drinks; 
salad dressings and spicy sauces; 
soya and rice drinks with added 
phytosterols 
 
rye bread with flour containing ≥ 50 % 

NFB8 (FIN) Lausunto 
ksavisteroliaineksen oleellisesta 
vastaavuudesta (Jiangsu Spring 
Fruit Biologial Products Co. 
Ltd) 

13 September 
2010 

22 September 
2010 



rye (wholemeal rye flour, whole or 
cracked rye kernels and rye flakes) and 
≤ 30 wheat; and with ≤ 4 % added 
sugar but no fat added 
 
a portion will not contain more than 3 
g (in case of one portion per day) or 
more than 1 g (in case of 3 portions per 
day) of added 
phytosterols/phytostanols; 
a container of beverages will not 
contain more than 3 g of added 
phytosterols/phytostanols; spicy sauces 
and salad dressings will be packed as 
single portions 

 
                                                 
1  ACNFP Advisory Committee on Novel Foods and Processes (UK) 
2  BgVV Bundesinstitut für gesundheitlichen Verbraucherschutz und Veterinärmedizin (D) 
3  AFFSA Agence française de sécurité sanitaire des alimentes (F) 
4  BVL Bundesamt für Verbraucherschutz und Lebensmittelsicherheit (D) 
5  BfR  Bundesinstitut für Risikobewertung (D) 
6  AGES Österreichische Agentur für Gesundheit und Ernährungssicherheit GmbH (A) 
7  MfFLoF Ministeriet for Fødevarer, Landbrug og Fiskeri (DK) 
8  NFB Novel Food Board (FIN) 
9  FSA Food Standards Agency (UK) 
10 AESA Agencia española de seguridad alimentaría (E) 
11 FSAI Food Safety Authority of Ireland (IRL) 
12  IRPZ Instytut Roślin i Przetworów Zielarskich (PL) 
13 DSPVNSA Ministero della Salute – Dipartimento per la Sanità Pubblica veterinaria, la Nutrizione e la Sicurezza degli Alimenti (I) 



                                                                                                                                                                                                                                                    
14  DGCCRF Direction Générale de la Concurrence, de la consommation et de la Répression des Fraudes (F) 
15  NFA National Food Administration (S) 
16  BVN Bureau Nieuwe Voedingsmiddelen (NL) 
17  IZIZ Instytut Żywności I Żywienia (PL) 
18 CSS  Conseil Supérieur de la Santé (B) 
19 FSP-HFCSE Federal public Service – Health, Food Chain Safety and Environment (B) 
20 OETI Országos Élelmezés- és Táplálkozástudományi Intézet (HU) 
21 CUDN Commissione Unica Dietetica e Nutrizione (I) 


