
NOTIFICATIONS PURSUANT TO ARTICLE 5 OF REGULATION (EC) No 258/97 OF THE EUROPEAN PARLIAMENT AND OF THE 

COUNCIL 

 

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) No 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 

combination MS1XRF1 

“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” (ACNFP)1 

(UK) 

 

10 June 1997 

 

 

24 June 1997 

 

again 

 

28 July 1998 

3 Monsanto Services Refined oil from glyphosate tolerant “Report on oil from genetically 10 November 21 November 



International S.A 

Avenue de Tervuren 270-272 

B - 1150 Brussels 

oilseed rape line GT73 modified (GM) glyphosate tolerant 

oilseed rape” (ACNFP)1 (UK) 

1997 

 

 

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 Hi-bred International – line 

MON 809 

14 October 

1998 

 

 

23 October 

1998 

8 Hoechst Schering, Processed oil from genetically BgVV2 (D) Stellungnahme zur 21 October 8/9 November 



AgrEvo GmbH 

Industriepark Hoechst 

AgrEvo-Haus K 607 

D – 65926 Frankfurt am 

Main 

modified oilseed rape derived from 

Falcon GS 40/90 

wesentlichen Gleichwertigkeit des aus 

der transgenen, Glufosinat-toleranten 

Rapssorte Falcon GS/40/90 

gewonnenen raffinierten Speiseöls 

1999 

 

 

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” 

F – 47300 Pujols 

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

le marché d’une “Huile vierge 

d’amandons de pruneaux” 

24 July 2000 4 August 

2000 

13 Ms Catherine Drevet 

CD & A sarl 

Huile d’argan 

(Argania spinosa L.) 

AFSSA3 (F) Avis relatif à 

l’évaluation de l’équivalence en 

23 July 2002 26 August 

2002 



14 avenue de l’opera 

F – 75001 Paris 

substance de l’huile d’argan (Argania 

spinosa L.) avec d’autres huiles 

alimentaires 

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 Trading GmbH mit 

dem als neuartige Lebensmittelzutat 

zugelassenen „Noni Saft“ 

10 November 

2003 

5 December 

2003 

17a Will & Co. B.V. 

Postbus 46 

NL 1170 AA Badhoevedorp 

Juice of the fruits of Morinda 

citrifolia 

See 17 

Confirmed by 

Ministerie van Volksgezondheid, 

22 June 2004 6 July 2004 



Dellaertlaan 24 

NL 1171 HG Badhoevedorp 

Welzijn en Sport (NL) 

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 

 

now 

 

LONZA AG 

Münchensteinerstrasse 38 

CH – 4002 Basel 

Switzerland 

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 neuartige 

Lebensmittelzutat 

23 December 

2003 

14 January 

2004 

20 GSE-Vertrieb Noni juice (juice of the fruits of BVL4 (D) Stellungnahme zur 24 December 26 January 



Biologische 

Nahrungsergänzungs- und 

Heilmittel GmbH 

Saargemünder Str. 18 

D – 66119 Saarbrücken 

Morinda ctrifolia) 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. 

2003 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 GmbH“ aus der Frucht 

der Spezies Morinda citrifolia L. als 

neuartige Lebensmittelzutat (28 June 

2004) 

9 January 

2004 

 

 

 

 

 

 

 

 

 

 

 

30 June 2004 

14 January 

2004 

 

 

 

 

 

 

 

 

 

 

 

5 August 

2004 

22 Svane Trading ApS 

Rypevang 4 

Noni juice (juice of the fruits of 

Morinda citrifolia) 

MfFLoF7, Fødevaredirektoratet (DK) 

– Udtalelse vedrørende 

16 January 

2004 

6 February 

2004 



DK – 3450 Allerød 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 

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 

 

 

 

 

 

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 „Indian Noni Indian 

Mulberry, Morinda Saft mit 10% 

Traubensaftkonzentrat“ der Fa. „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 

1 March 2004 

 

 

 

 

 

 

 

 

 

 

 

2 August 

2004 

16 March 

2004 

 

 

 

 

 

 

 

 

 

 

 

5 August 



Mulberry, Morinda-Saft“ der Fa. „FM 

NETWORK Marketing GmbH“ als 

neuartige Lebensmittelzutat (27 July 

2004) 

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) van de 

verordening 258/97 

24 May 2004 6 July 2004 

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.  Milk type products and soya drinks NFB8 (FIN) 1 July 2004 16 July 2004 



Siirakuja 3  

FIN – 01490 Vantaa 

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. 

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.) 

 

 

 

 

 

 

 

 

4 October 

2004 

 

 

 

 

 

 

 

16 November 

2004 

27a Skånemejerier 

S – 205 03 Malmö 

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 provided 

by Teriaka (Diminicol) 

26 August 

2005 

8 September 

2005 

28 Corporaction Alimentaria Milk type and fermented milk type The phytosterols/phytostanols are 7 June 2004 4 August 



PEÑASANTA S.A.  

E – 33199 Granda-Siero 

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. 

those that were authorised by 

Commission Decision 2004/333/EC 

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 

NFB8 (FIN) 

Uuselintarvikelautakunnan lausunto 

olennaisesta vastaavuudesta koskien 

DANACOL® aineksella täydennettyä 

jogurtin tyyppistä tuotetta (DANONE 

France) 

 

 

29 July 2004 12 August 

2004 



contain more than 3 g of 

phytosterols/phytostanols. 

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 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  

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) 

 

 

 

 

 

 

 

 

 

NFB8 (FIN) Opinion on substantial 

equivalence for rye bread enriched 

with Cognis plant sterol ingredient 

(Cognis Deutschland GmbH & Co) 

23 July 2004 

 

 

 

 

 

 

 

 

 

20 April 2005 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

23 May 2006 

4 August 

2004 

 

 

 

 

 

 

 

 

 

29 June 2005 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

9 June 2006 



 

The requirements laid down in 

Article 2 of the aforementioned 

Decisions apply. 

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 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. 

30 September 

2004 

21 October 

2004 

31c Danone Vitapole 

Route Départementale 128 

F – 91767 Palaiseau Cedex 

 

Fermented milk type products with 

added phytosterol esters 

 

a portion will not contain more than 

NFB8 (FIN) Lausunto oleellisesta 

vastaavuudesta koskien 

kasvisteroliaineksella täydennettyjä 

jogurttivalmisteita (Compagnie 

23 November 

2004 

13 December 

2004 



for 

 

Compagnie Gervais 

Danone 

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 

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. 

 

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 

Commission Decisions 

The phytosterol esters ingredient is 

the one that was notified by Cognis. 

2 September 

2005 

9 September 

2005 

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 

Karwendelstr. 6-16 

D – 86807 Buchlohe 

Cheese 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 

The phytosterol esters ingredient is 

the one that was notified by Cognis 

13 July 2006 20 July 2006 



31j Kampffmeyer Food 

Innovation GmbH 

Trettauerstrasse 32-34 

21107 Hamburg 

Germany 

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 

phytosterol esters 

The phytosterol ingredient is the one 

that was notified by Cognis 

26 July 2006 31 July 2006 

31m Vivartia S.A. Milk type products such as semi The phytosterol ingredient is the one 26 October 6 November 



Dairy & Drinks Division 

16 Eirinis Ave. 

GR – 177 78 Tavros 

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 

that was notified by Cognis 2006 2006 

31 n NV VANDEMOORTELE 

Prins Albertlaan 12 

8870 Izegem 

Belgium 

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 



27029 Vigevano 

Italy 

 

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 

21040 Origgio (VA) 

Italy 

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. 

Ul. Pilska 8-10 

78-400 Szczecinek 

Poland 

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 

33078 San Vito al 

Tagliamento (PN) 

Italy 

Beverages based on skimmed 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 

17 April 2007 7 May 2007 

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 

The phytosterol esters are provided by 

Cognis 

7 August 

2007 

9 August 

2007 



portions per day) of added 

phytosterol esters. 

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 

 

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 esters are provided by 

Cognis 

6 September 

2007 

12 October 

2007 

31v Gebr. Woerle GmbH 

Postfach 18 

Enzing 26 

5302 Henndorf bei Salzburg 

Austria 

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 

The phytosterol esters are provided by 

Cognis 

6 October 

2008 

7 November 

2008 



phytosterols 

31 w Mills of Crete S.A 

Eth. Veniselou 40 

Souda, Crete 73200 

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; 

 

The phytosterol esters are provided by 

Cognis 

5 December 

2008 

11 December 

2008 

31x Valio Ltd. 

PO Box 10 

00039 Valio  

Finland 

Meijeritie 6, Pitäjänmäki 

00370 Helsinki 

Finland 

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 

The phytosterols are provided by 

Cognis 

2 December 

2008 

11 December 

2008 



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 

31y Viotros SA 

Block 31 

DA 13 Phase B 

57400 Industrial Area of 

Sindos 

(Echedoros – Thessaloniki) 

Greece 

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 

The phytosterols are provided by 

Cognis 

24 April 2008 30 April 2008 

31z Lesieur 

29, quai Aulagnier 

92665 Asnières-sur-Seine 

Cedex 

France 

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 

20121 Milano 

Italy 

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 

2355 Wien 

Austria 

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 

18 September 

2009 

23 September 

2009 

31.1c Milk Link 

3120 Great Western Court 

Hunts Ground Road 

Stoke Gifford 

Bristol BS34 8HP 

UK-   

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 

The phytosterols are provided by 

Cognis 

21 September 

2009 

1 October 

2009 



phytosterols 

31.1d Dinosol Supermercados 

Camino de la Zarzuela, 11 

28023 Madrid 

Spain 

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 

31.1.e Corporación Alimentaria 

Peñasanta S.A  

Sierra de Granda s/n - 

CP 33199 - Siero-Asturias 

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 

BASF (former Cognis) 

11 July 2016 16 January 

2017 

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 g (in case of one portion per day) 

or more than 1 g (in case of 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 



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 

46940 Manises, Valencia 

Spain 

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 

6401 DD Heerlen 

The Netherlands 

Economiestraat 13 

6433 KC Hoensbroek 

The Netherlands 

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 

 9701 BH Groningen 

The Netherlands 

Aweg 43 

9718 CX Groningen 

The Netherlands 

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 

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 

2 November 

2004 

15 November 

2004 



New Zealand Ltd. 

38 Cargill 

15407 McGinty Road 

MS 110 

Wyazata, MN 55391 

USA 

 

 

 

 

 

 

 

 

 

 

 

 

Cargill R&D Centre 

Europe 

Havenstraat 84 

1800 Vilvoorde 

Belgium 

 

Foods with added phytosterols: 

Yellow fat spreads excluding 

cooking or frying fats and spreads 

based on 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. 

Novel Food Board (FIN) Opinion on 

substantial equivalence in the case of 

plant 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) 

24 October 

2004 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

4 September 

2006 

13 December 

2004 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

12 September 

2006 

38a ABAFOODS s.r.l. Soy drinks with added phytosterols The phytosterol ingredient is the one 3 August 7 September 



Via Cà Mignola Nuova, 1775 

45021 Badia Polesine 

(Rovigo) 

Italy 

 

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. 

that was notified by Cargill 2006 2006 

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 

Noni juice (juice of the fruits of 

Morinda citrifolia) 

ACNFP1 (UK) Opinion on 

substantial equivalence of Noni Juice 

produced on a number of Pacific 

11 January 

2005 

11 February 

2005 



Lautoka 

Fidji Islands 

Islands considered under Article 5 of 

the Novel Foods Regulation 

40a Royal Noni (Fiji) Limited 

P.O.Box 5842   

Lautoka  

  

Fiji 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 

15 April 2005 25 April 2005 

40b Body-works 

 Blütenweg 17 

d-78351 Bodmann-

Ludwigshafen 

 

on behalf of 

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 

Noni juice (juice of the fruits of 

Morinda citrifolia) 

ACNFP1 (UK) Opinion on 

substantial equivalence of Noni Juice 

17 January 

2008 

28 January 

2008 



Vaitele 

Apia 

Samoa 

produced on a number of Pacific 

Islands considered under Article 5 of 

the Novel Foods Regulation 

41 Avoca Inc. 

841 Avoca Farm Rd 

Merry Hill, NC 27957 

USA 

 

 

Formely: 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 

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 



presented in conformity with the 

provisions of Article 2 of 

Commission Decisions 2004/334/EC 

– 2004/336/EC 

41b Novandie 

19, rue de la République 

76153 Maromme Cedex 

France 

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 

1649-033 Liboa 

Portugal 

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 

Glasgow G74 4PA 

UK  

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 

27 June 2005 26 July 2005 

41e Dragsbæk  

Simons Bakke 46  

7700 Thisted 

Denmark 

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 

Crewe, Cheshire CW1 UF 

UK   

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) 

The phytosterols are the same as 

authorised by Commission Decision 

2004/845/EC 

13 July 2005 3 August 

2005 



or more than 1 g (in case of 3 

portions per day) of added 

phytosterols/phytostanols 

41g Walter Rau 

Lebensmittelwerke GmbH 

& Co. KG 

Münsterstr. 9-11 

49171 Hilter 

Germany 

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 

1200 – 482 Lisboa 

Portugal 

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 

8440 AE Herenveen 

The Netherlands 

De Kuinder 7 

Yellow fat spreads with added 

phytosterols/phytosterol esters 

 

a portion will not contain more than 

3 g (in case of one portion per day) 

The phytosterols/phytosterol esters 

are provided by Forbes MediTech 

5 December 

2006 

26 December 

2006 



8444 DC Heerenveen 

The Netherlands 

or more than 1 g (in case of 3 

portions per day) of added 

phytosterols/phytostanols 

41j Kingdom Cheese Company 

Glenfield Industrial Estate 

Cowdenbeath 

Fife 

Scotland KY4 9HT 

UK 

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 

 33101 Tampere 

Finland 

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 

38075 Favé (Trento) 

Italy 

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 

41m Rupp Käseexport GmbH 

Krüzastraße 8 

6912 Hörbranz 

Cheese type products with added 

phytosterols  

 

The phytosterols are provided by 

Forbes MediTech 

7 Juli 2008 28 October 

2008 



Austria 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 

41n Lanitis Bros. Ltd 

66, Kyriakos Matsis Ave. 

2409 Engomi 

P.O.Box 2200 

1515 Lefkosia 

Cyprus 

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 Avoca Inc. 

841 Avoca Farm Rd 

Merry Hill, NC 27957 

USA 

 

Formely: 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, 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 Avoca Inc. 

841 Avoca Farm Rd 

Foods listed in Article 1 of 

Commission Decision 2000/500/EC 

NFB8 (FIN) Opinion on the 

substantial equivalence of Phyto-S-

20 Mai 2005 6 June 2005 



Merry Hill, NC 27957 

USA 

 

 

Formely: Forbes Medi-Tech 

Inc. 

750 West Pender Street 

Vancouver B.C. V6C 2T8 

Canada 

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 

phytosterols/phytostanols (Phyto-S-

SterolsTM) 

SterolTM with authorised  

phytosterols/phytostanols (Forbes 

Medi-Tech Inc.) of 4 November 2004 

44 Trisana GmbH 

Diemendorf 8 

82327 Tutzing 

Germany 

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 

40127 Bologna 

Italy 

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 

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 



contain more than 3 g of 

phytosterols/phytostanols. 

46 Princesse de Mogador 

Kellerstr. 11 

81667 München 

Germany 

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 

6342 Baar 

Switzerland 

 

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 

49197 Dissen 

Germany 

Salad dressings and mayonnaises 

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 foods will be packed as single 

portions. 

The phytosterols are the same as 

authorised by Commission Decision 

2004/333/EC 

5 July 2005 3 August 

2005 

50 NCT Nord Trading GmbH 

Albert-Schweitzer-Str. 20 

85375 Neufahrn b.Freising 

Germany 

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 

Brooklyn, New York 11201 

USA 

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 

27 September 

2005 

10 October 

2005 



VO (EG) nr. 258/97 zugellassenen 

„Noni-Saft“ (Saft aus der Frucht der 

Spezies Morinda citrifolia L.) der 

Firma Morinda Inc. 

52 Degussa Food Ingredients 

GmbH 

Lisa-Meitner-Strasse 34 

85345 Freising 

Germany 

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. 

86938 Schondorf 

Germany 

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 

18238 Danderyd 

 

Triple Crown AB 

Stenslingan 103 

18238 Danderyd 

Sweden 

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. 

Box 31 

182 11 Danderyd 

Sweden 

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 November 

2006 

20 December 

2006 

54b Koninklijke ERU 

Kaasfabrik B.V. 

Postbus 7 

3440 AA Woerden 

The Netherlands 

Middelandse Zee 7 

3446 CG Woerden 

The Netherlands 

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 

1270 AA Huizen – Holland 

The Netherlands 

Zuiderzee 5 

1271 EP Huizen – Holland 

The Netherlands 

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 

Dublin 24 

Ireland 

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 

FSAI11 (IRL) has delivered an 

opinion that the foods are 

substantially equivalent to existing 

ones 

7 February 

2006 

21 February 

2006 



portions per day) of added 

phytosterols/phytostanols 

57 Vitae-Caps S.A. 

Polígono Industrial 

Torrehierro 

c/Gutemberg 356 

45600 Talavera de la Reine 

(Toledo) 

Spain 

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  

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 sustancial del 

Reglamento (CE) N° 258/97, de 

acuerdo con el procedimiento 

establecido en el Articulo 5 del 

30 January 

2006 

 

 

 

 

 

 

 

 

 

 

22 June 2006 

 

 

 

 

 

 

 

 

 

 

 

26 October 

2006 

 

 

21 February 

2006 

 

 

 

 

 

 

 

 

 

 

27 September 

2006 

 

 

 

 

 

 

 

 

 

 

16 November 

2006 

 

 



% sugar but no fat added 

with added phytosterols 

 

 

 

 

 

 

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 

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 

2500 Baden 

Austria 

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; 

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 



a container of beverages will not 

contain more than 3g g of added 

phytosterols/phytostanols 

57b Heideblume Molkerei 

Elsdorf-Rotenburg eG 

27404 Elsdorf 

Germany 

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 

89150 Jouy 

France 

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 

Cheese type products (fat content ≤ 

12 g per 100 g) with added 

phytosterols 

The phytosterols are the same as 

notified by VitaeCaps, Cognis or 

Lipofoods 

4 June 2007 13 June 2007 



02600 

Villarrobledo(Albacete) 

Spain 

 

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 of added 

phytosterols/phytostanols 

57e VIVARTIA S.A. 

Dairy & Drinks Division 

10, Ziridi 

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 S.L. 

Poligono Industrial 

Avda. El Romeral, 3 

29200 Antequera 

Malaga 

Spain 

 

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 Yellow fat spreads as defined by The phytosterol esters are provided by 7 July 2009 9 July 2009 



GmbH 

Stockhammergasse 19 

1144 Wien 

Austria 

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 

VitaeCaps 

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 

57i  Clesa S.L. – ROYNE 

c/ Severo Ochoa n° 7 

28914 Leganes Madrid 

Spain 

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, suchas 

kimmed and skimmed milk based 

products 

Products based on fermented milk 

The phytosterols are provided by 

VitaeCaps 

9 November 

2010 

7 December 

2010 



such as yoghurt possibly with the 

addition of fruits and/or cereals 

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 

57j Grupo Kalise Menorquina 

S.A. 

Luis Correa Medina 11 

35013 Las Palmas de Gran 

Canaria 

Islás Canarias 

Spain 

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); 

a container of beverages will not 

contain more than 3 g of added 

phytosterols/phytostanols 

The phytosterols are provided by 

VitaeCaps 

21 October 

2010 

12 July 2011 

57k Molino Vigevano S.r.l. 

Via Grocco 917/919 

27036 Mortara (PV) 

Italy 

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 

The phytosterols are provided by 

VitaeCaps 

15 July 2011 11 August 

2011 



portions per day) of added 

phytosterols/phytostanols 

58 PrimaPharm B.V. 

15, Nieuwe Uitleg 

2514 BP The Hague 

The Netherlands 

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 

39012 Merano 

Italy 

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 

 

The phytosterols are provided by 

PrimaPharm 

13 March 

2006 

27 April 2006 



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 

58b trentinalatte S.P.A. 

Via 4 Novembre, 63 

38030 Roverè della Luna 

Italy 

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 Pacifique Sud  

Zone Industrielle Napoleon  

530 Avenue des Templiers – 

Bat. 7 

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 

28 February 

2006 

31 March 

2006 



13400 Aubagne 

France 

de noni tahitien au stade de « produit 

en vrac » avec une autre jus de noni 

autorisé par décision du 5 juin 2003 

du Comité Scientifique de 

l’Alimentation Humaine de la 

Commission européenne 

60 Laboratoria Natury 

sp.z.o.o. 

ul. Rapackiego 19 

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 

 

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 

27 April 2006 

 

 

 

 

 

 

 

 

19 February 



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; 

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. 

2006 2007 

62a Karamolegos Bakery & 

Confeectionary Industry 

S.A 

Thessi Tzima 

Koropi 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 LA9 6NS 

UK 

Yogurt drinks with added 

phytosterols 

 

a portion will not contain more than 

3 g (in case of one portion per day) 

The phytosterols are provided by 

Arboris 

19 September 

2008 

1 October 

2008 



 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 

62c Walter Rau 

Lebensmittelwerke GmbH 

Postfach 1101 

Münstererstr. 9-11 

49171 Hilter  

Germany 

 

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 provided by 

Arboris 

20 December 

2010 

19 January 

2011 

63 Argand’Or GmbH. 

Ferdinandstrasse 9 

61348 Bad Homburg vor der 

Höhe 

Germany 

 

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 

134 40 Gustavsberg 

Sweden 

Astaxanthin in food supplements NFA15 (Sweden) Substantial 

equivalence application for the 

approval of 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 

Arctic Nutrition  

(former Oy Ecoway AB) 

Kauppalkulma 

 49400 Hamina 

Finland 

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 

7007 JC Doetinchem 

The Netherlands 

Noni  juice (juice of the fruits of 

Morinda citrifolia) 

BNV16 (NL) Nonisap (4) Beoordeling 

van wezenlijke gelikwaardigheid bij 

een kennisgeving (notificatie) volgens 

de Europese verordening 258/97 

betreffende nieuwe voedingsmiddelen 

en nieuwe voedselingrediënten 

11 January 

2006 

21 February 

2006 

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) 

ACNFP1 (UK) Opinion on 

substantial equivalence of 

phytosterols considered under Article 

5 of the Novel Foods Regulation 

13 July 2006 28 July 2006 



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 

69 Inpharma SA 

Via F. Borromi 3 

6900 Lugano 

Switzerland 

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 

phytosterols 

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 

69a Centrale del latte di 

Vicenza 

Contra Carpagnon 11 

36100 Vicenza 

Italy 

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 

The phytosterol ingredient is the one 

that was notified by Inpharma 

1 August 

2006 

6 September 

2006 



contain more than 3 g of added 

phytosterols 

69b Consorzio Produttori Latte 

di Trento e Borgo Scarl 

Via Campotrentino, 9 

38100 Trento 

Italy 

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 

73630 Remshalden 

Germany 

 

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 

Lebensmittel und neuartige 

Lebensmittelzutat in pasteurisierten 

Fruchtsaftgetränken 

2 August 

2006 

12 September 

2006 

71 Stuffer S.p.A. 

Via Copernico 2 

39100 Bolzano 

Italy 

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 

The phytosterols are the same as 

authorised by Commission Decision 

2004/333/EC 

6 September 

2006 

15 September 

2006 



phytosterols/phytostanols; 

a container of beverages will not 

contain more than 3 g of added 

phytosterols/phytostanols 

72 Les Derives Resiniques et 

Terpeniques 

30, rue Gambetta – BP 206 

40105 Dax Cedex 

France 

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 

phytosterols/phytostanols; 

a container of beverages will not 

contain more than 3 g of added 

phytosterols/phytostanols 

 FSA9 Opinion on the equivalence of 

phytosterols produced by DRT 

12 October 

2006 

6 November 

2006 

72a Mills DA 

Sofienberggatan 19 

PO Box 4644 SOF 

00506 Oslo 

Norway 

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 

 

The phytosterols are provided by Les 

Derives Resiniques et Terpeniques 

 

27 December 

2006 

26 January 

2006 



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 

73 Sebastian Held 

Eselerstr. 6 

86720 Nördlingen 

Germany 

 

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 

NFB8 Opinion on substantial 

equivalence for Cholevel™ Plant 

Sterol ingredient and foods enriched 

wit hit (Fenchem Enterprises Ltd.) 

1 November 

2006 

16 November 

2006 



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 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 

The phytosterols are provided by 

Fenchem Enterprises 

12 November 

2007 

5 December 

2007 



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 and salad dressings will be 

packed as single portions 

74b  Ifantis S.A. 

Food Industry 

4. Seneka STr. 

15th km <Nat. Road Athens-

Larma 

15464 Kifissia, Athens 

Greece 

fermented milk type products; 

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 

 

The Phytosterols are provided by 

Fenchem Enterprises 

5 August 

2011 

18 August 

2011 



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 

75 Cargill R&D Europe 

Havenstraat 84 

1800 Vilvoorde 

Belgium 

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) 

NFB8 Opinion on substantial 

equivalence for foods enriched with 

Corowise plant sterol/plant stanol 

esters (Cargill) 

26 October 

2006 

23 November 

2006 



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 

75a Dinosol Supermercados 

Camino de la Zarzuela, 11 

28023 Madrid 

Spain 

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 



75c Milchhof Meran 

Schotterwerkstr. 5 

39012 Meran 

Italy 

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; 

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 3 g of added 

phytosterols/phytostanols 

The phytosterols are provided by 

Cargill 

10 November 

2010 

26 November 

2010 

75d LACTALIS NESTLE 

PRODUITS FRAIS 

10 à 20, rue Adolphe Beck 

53000 Laval 

France 

Products based on milk or fermented 

milk, possibly with the addition of 

fruits or cereals with added 

phytosterols 

 

The phytosterols are provided by the 

companies Cargill or Cognis 

9 April 2011 5 Mai 2011 



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 

75e Glanbia Consumer Foods 

3008 Lake Drive 

Citywest Business Campus 

Dublin 24 

Ireland 

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 3 g of added 

phytosterols/phytostanols 

The phytosterols are provided by the 

company Cargill 

18 January 

2011 

31 January 

2011 

75f Lactogal Produtos 

Alimentares S.A. 

Rue de Campo Alegre 830 5° 

4150-171 Porto 

Portugal 

Products based on skimmed 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 3 g of added 

phytosterols/phytostanols 

The phytosterols are provided by the 

company Cargill 

1 October 

2012 

25 October 

2012 

76 FORLIVE srl Noni juice (juice of the fruits of Opinion by DSPVNSA13 4 January 31 January 



Via Ravegna, 456 

47100 Forli (FC) 

Italy 

Morinda citrifolia) 2007 2007 

77 Istituto Pirri srl 

Via Cavour 7 

I – 20052 Monza 

 

On behalf of 

Innomark Inc. 

Noni juice (juice of the fruits of 

Morinda citrifolia) 

Opinion by DSPVNSA13 21 December 

2006 

31 January 

2007 

78 Láctea Antequerana S.L. 

Polígono Industrial 

Avda. El Romeral, 3 

29200 Antequera 

Málaga 

Spain 

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 

5171 PN Kaatsheuvel 

The Netherlands 

Postbus 14 

5170 AA Kaatsheuvel 

The Netherlands 

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; 

The phytosterols are the same as 

authorised by Commission Decision 

2004/336/EEC 

8 January 

2007 

14 February 

2007 



a container of beverages will not 

contain more than 3 g of added 

phytosterols/phytostanols 

79 AgroLabs Inc. 

805 Port America Place 

Suite 200 

Grapevine Tx 76051 

USA 

Noni juice (juice of the fruits of 

Morinda citrifolia) 

FSA9 Opinon on the equivalence of 

"Naturally Noni" produced by 

AgroLabs Inc. 

23 January 

2007 

8 February 

2007 

80 Lipofoods 

Calle Issac Peral, 17 

08850 Gavà (Barcelona) 

Spain 

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 

ACNFP1 (UK) Opinion on 

substantial esquivalence of 

phytosterols considered under Article 

5 of the Novel Foods Regulation 

(FSA9 (UK) 15 February 2007; NFU 

632) 

 

 

 

 

 

 

 

 

 

 

 

 

NFB8 (FIN) (2420/447/2009) Opinion 

on substantial equivalence of 

Lipophytol plant sterol ingredients 

16 February 

2007 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1 February 

2010 

 

12 March 

2007 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

22 February 

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 

(Lipofoods) 

 

NFB8 (FIN) (1721/873/2008) Opinion 

on substantial equivalence of 

Lipophytol plant sterol ingredients 

(Lipofoods) 

 

 

 

 

21 February 

2012 

 

 

 

 

29 February 

2012 

80a Nöm AG 

Vöslauer Strasse 

2500 Baden 

Austria 

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 



80b Postres Lateos Romar S.L. 

C/. Sèquia reial del Xúquer 

n° 35 

46470 Albal (Valencia) 

Spain 

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 

30 November 

2010 

26 January 

2011 

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 

FIN – 70210 Kuopio 

 

For Phyto-Source L.P. 

Spreadable fats, as defined by 

Council Regulation (EC) No 2991/94 

(1) 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 

NFB8 Opinion on the substantial 

equivalence of Phyto-S-Sterol™ 

(Phyto-Source L.P.) 

14 May 2007 1 June 2007 



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 

83 Oleador 

Gustav-Adolf-Str. 27 

30167 Hannover 

Germany 

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 

1032 KN Amsterdam 

The Netherlands 

Noni juice (juice of the fruits of 

Morinda citrifolia) 

BVN16 Noni juice (5) Assessment of 

the substantial equivalence for a 

notification, in accordance with 

European Regulation 258/97 

concerning novel foods ndnovel food 

ingredients 

16 August 

2007 

24 August 

2007 

85 PARADA 

Ul. M. C. Sklodoxskiej 91 

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 

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 

76593 Gernsbach 

Germany 

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 

55767 Abentheuer 

Germany 

 

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 

46499 Hamminkeln 

Germany 

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 Frigini's Kaskade 

7 September 

2007 

25 September 

2007 

90 Absim France SAS 

123 avenue Joseph Kessel 

78960 Voisins le Bretonneux 

France 

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 

5 September 

2007 

1 October 

2007 



the market by Absim France 

91 S.I.R.H. SA 

41, bd de la République 

76400 

France 

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 

4032 Düsseldorf 

Germany 

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 

63303 Dreieich-Offenthal 

Germany 

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 

Conception, Chiriqui 

Republic of Panama 

Noni juice (juice of the fruits of 

Morinda citrifolia) 

ACNFP1 (UK) Opinion on 

Substantial equivalence of Noni juice 

produced by Leap of Faith Farms 

considered under Article 5 of the 

Novel Foods Regulation 

15 October 

2007 

22 October 

2007 

95 TNO Quality of Life 

Utrechtseweg 48 

P.O.Box 360 

3700 AJ Zeist 

The Netherlands 

 

On behalf of 

Mitsui Sugar Co Ltd., 

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 



Japan 

96 Noni de Tahiti Ltd. 

Falkeners House 

Rectory Lane 

Bramshott 

Liphook 

Hampshire GU30 7QZ 

UK 

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 

72766 Reutlingen 

Germany 

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 

75012 Paris 

France 

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 

Huilerie F.J. Moog SARL 

Route de Limoux 

11150 Bram 

France 

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 Huilerie F.J. Moog 

SARL 

5 November 

2007 

10 December 

2007 

100 Aarhus Karlshamn Sweden 

AB 

374 82 Karlshamn 

Sweden 

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 

NFB8 (FIN) Opinion on substantial 

equivalence for phytosterol product 

VIVIDOL® (Aarhus KArlshamn 

Sweden AB) 

3 December 

2007 

12 December 

2007 



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 and salad dressings will be 

packed as single portions 

101 Perle d'Argan 

155, Boulevard Léopold II 

Argan oil Avis du Conseil Supérieur de la 

Santé18 (B) N° 8342: Huile d'argan: 

17 December 

2007 

10 January 

2008 



1080 Bruxelles 

Belgium 

Equivalence substantielle 

102 Foscon 

 

for 

Emsland Stärke GmbH 

Emslandstr. 58 

49428 Emlichheim 

Germany 

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 

56653 Wehr 

Germany 

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 Prestigio Mršol & CO. d.o.o. 

(former ARGANA d.o.o.) 

Neubergerjeva 11 

1000 Ljubljana 

Slovenia 

 

Arganotherapy Company SARL 

Hay EL QODS - Boulevard C, N 

122- Sidi Bernoussi  

Casablanca 

Morocco 

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  

29 November 2016 

Argana company 

has changed its 

name and address. 1 

March 2017 the 

name of the 

supplier of argan oil 

has changed its 

name and address 

14 April 2008 

19 December 

2016 the 

change was 

notified 

22 March 2017 

the change was 

notified 

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 

 40641 Meerbusch 

Germany 

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. 

Astaxanthin rich extract from 

Haematococcus pluvialis 

ACNFP1 (UK) Opinion on 

substantial equivalence of 

14 April 2008 13 May 2008 



Hevel Eliot 88840 

Israel 

Astaxanthin-rich oleoresin 

extracted from Haematicoccus 

pluvialis algae considered under 

Article 5 of the Novel Foods 

Regulation 

108 KitoZyme sa 

Rue Haute Claire 4 

Parc Industriel des Hauts Sarts, 

zone 2 

4040 Herstal 

Belgium 

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 

94538 Fürstenstein 

Germany 

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 

5203 Köstendorf 

Austria 

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 

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 



40641 Meerbusch 

Germany 

112 EFIT Srl 

Via Bramante 41 

05100 Terni 

Italy 

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 

EFIT Srl 

11 August 2008 11 September 

2008 

113 Korzonek 

Gottfried Kellerstr. 61a 

94315 Straubing 

Germany 

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 

24100 Bergerac 

France 

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 

33164 La Teste Cedex 

France 

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 

Argan oil The DGCCRF14 (F) confirmed 

that the previously issued opinion 

by AFSSA3 (see No 13) was also 

applicable to the Argan oil placed 

16 December 2008 19 January 

2009 



B.P. 80168 

13745 Vitrolles Cedex 

France 

on the market by the company 

copram 

117 Diar Argan 

Am Altwasser 44 

85459 Berglern 

Germany 

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 

12 January 2009 22 January 

2009 

118 I.R.B. s.r.l. 

Istituto di Ricerche 

Biotecnologiche 

Via Piave 24/B 

36077 Altavilla Vic.NA (VI) 

Italy 

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 Moroccan Organic SARL 

59 BD Zerktouni 6ème étage 

N18 

Casablanca 

Argan oil The FPS-HFCSE19 (B) 

confirmed that the previously 

issued opinion by CSS18 see (No. 

101) was also applicable to the 

20 March 2009 

30 June 2017 the 

company of argan 

oil has changed its 

26 March 2009 

17 July 2017 

the change was 

notified 



Morocco Argan oil placed on the market by 

SARL SOUSS TERROIR 

name and address 

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 

"Tahitian Noni®" 

26 November 2008 27 March 2009 

123 Lindemann GmbH & Co. KG 

Postfach 2249 

32255 Bünde 

Germany 

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 

28231 Épernon CEDEX 

France 

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 

30000 Nimes 

France 

Argan oil The DGCCRF14 (F) confirmed 

that the previously issued opinion 

by AFSSA3 (see No 13) was also 

applicable to the Argan oil placed 

4 May 2009 2 June 2009 



on the market by the company 

Cauvin 

126 Bionatur 

18, chemin de Roquerose 

83690 Sillans la Cascade 

France 

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 avec le jus de 

Morinda citrifolia L. 

2 June 2009 9 July 2009 

127 Arganhaus 

Geditschstr. 77 

10823 Berlin 

Germany 

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 

36077 Altavilla Vic.NA (VI) 

Italy 

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 

79111 Freiburg 

Germany 

Argan oil The DGCCRF14 (F) confirmed 

that the previously issued opinion 

by AFSSA3 (see No 13) was also 

applicable to the Argan oil placed 

28 July 2009 14 August 

2009 



on the market by the company 

ABGUR GmbH 

131 Codefa 

718 M.i.n. des Arnavaux 

13323 Marseille cedex 14 

France 

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 

Mainzer Str. 45 

53179 Bonn 

Germany 

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 

Souk du Maroc 

10 August 2009 21 August 

2009 

133 Smart food inno hft. 

Hösők útja 1-3 

4027 Debrecen 

Hungary 

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 

133a Cook Bread 

Sűtőipari és Keresdelmi Kft 

Hösők útja 1-3 

rye bread with flour containing 

≥ 50 % rye (wholemeal rye 

flour, whole or cracked rye 

The phytosterols are provided by 

Smart Food Inno 

30 April 2010 31 May 2010 



4027 Debrecen 

Hungary 

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 

b 

Hadjúsági Sütödék 

Sűtőipari és Keresdelmi Kft 

Hösők útja 1-3 

4027 Debrecen 

Hungary 

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 

14 April 2010 31 May 2010 

133c Bobájka 

Kereskedelmi és Szolgáltaó Kft. 

Honvédtemető u. 55 

4027 Debrecen 

Hungary 

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 

The phytosterols are provided by 

Smart Food Inno 

30 April 2010 31 May 2010 



per day) or more than 1 g (in 

case of 3 portions per day) of 

added phytosterols/phytostanols 

133d IBERO T. REX 

Élelmiszeripari, Kereskedelmi és 

Szolgáltató Kft. 

Kassa u. 12 

4220 Hjdúbőszörmény 

Hungary 

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 

133e 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 

Siedlungsstr. 7 

75203 Königsbach-Stein 

Germany 

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 

Zenith-Group 

27 October 2009 23 November 

2009 

138 Bioriginal Europa/Asia bv 

Bosland 40 

3258 AC den Bommel 

The Netherlands 

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: 

1) Original Chia ApS and 

2) Original Chia Wholesale 

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 

3 December 2009 7 December 

2009 



ApS 

Stranvej 1 D 

6400 Sønderborg 

Denmark 

det væsentlige ligner chia fra 

frirmaet Columbus Paradigm 

Institute 

140 Aker BioMarine Antarctic AS 

Fjordalléen 16 

P.O.Box 1423 Vika 

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 

19243 Dodow 

Germany 

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 

7 May 2009 19 April 2010 



Verordnung (EG) 258/97 

notifizierten Noni-Säften 

144 Pacifique Sud Cosmetique 

ZI Napollon 

530 Avenue des Templiers Bat. 

7 

13400 Aubagne 

France 

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 

2008/575/EC 

10 June 2010 28 June 2010 

146 R. Münchow 

Internationale Weine und 

Delikatessen e.K. 

Höristr. 9 

78239 Rielasingen – Worblingen 

Germany 

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 

88299 Leutkirch-Friesenhofen 

Germany 

Chia seed (Salvia hispanica) 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 

21 June 2010 9 July 2010 



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 

148 Reformhaus Völkl 

Weyrgasse 8 

1430 Wien 

Austria 

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 

Reformhaus Völkl 

30 April 2010 20 July 2010 

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 

03270 Hauterve 

France 

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 

6 July 2010 10 August 

2010 



ingrédients (descision de la 

commission n° 2000/195/CE) 

151 Nutrilab NV 

Kapellstraat 154 

3550 Heusden-Zolder 

Belgium 

D-Tagatose The Superior Health Council 

(CSS, B) has delivered 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 

United Kingdom 

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; 

a container of beverages will 

not contain more than 3 g of 

added phytosterols 

The Ministry of Pubic Health 

Welfare and Sport (NL) has 

confirmed that the Soya drinks 

with added phytosterols to be 

placed on the market by Unilever 

were substantially equivalent to 

soya drinks with added 

phytosterols already on the 

market 

15 July 2010 4 August 2010 

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 

70210 Kuopio 

Finland 

 

Phytosterol ingredients to be 

used in: 

Yellow fat spreads as defined 

by Council Regulation (EC) 

No. 2991/94, excluding cooking 

NFB8 (FIN) Lausunto 

ksavisteroliaineksen oleellisesta 

vastaavuudesta (Jiangsu Spring 

Fruit Biologial Products Co. Ltd) 

13 September 2010 22 September 

2010 



On behalf of 

Jiangsu Spring Fruit 

Biological Products Co. Ltd. 

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 % 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 

155 Le Bio-Monde sarl 

Le Cordiestieux 

24580 Plazac 

France 

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 Le 

Bio-Monde sarl 

6 September 2010 14 October 

2010 

156 The Chia Co 

Suite 6 Newcastle Mews 

628-630 Newcastle Street 

Lederville, Western Australia 

6007 

Australia 

Chia seed (Salvia hispanica) ACNFP1 (UK) Opinion on 

substantial equivalence of 

Australian Chia seed considered 

under Article 3 (4) of the Novel 

Foods Regulation 258/97 

4 October 2010 14 October 

2010 

157 J-Oil Milss, Inc. 

1746 Nakashinden 

Fukuroi-city 

Shizuoka-pref 

437-1111 

Japan 

Vitmin K2 The FSAI11 (IRL) has delivered 

an opinion that the Vitamin K2 to 

be placed on the market by J-Oil 

Mills, Inc. is substantially 

equivalent to the Vitamin K2 

authorised by Commission 

Decision 2009/345/EC 

27 October 2010 23 November 

2010 

158 Sanpharm AB 

P.O.Box 5234 

40224 Gothenburg 

Lipid extract from Anarctic 

Krill 

NFB8 (FIN) Lausunto 

krilliäyriäisestä (Euphasia 

superba) uutetun öljyn oleelli-

18 October 2010 26 November 

2010 



Sweden sesta vastaavuudesta (Sanpharm 

AB) 

159 Fruit'Art SAS 

Residence Mont Joli 

14600 Equemauville 

France 

Baobab fruit pulp The DGCCRF14 (F) has 

confirmd that the Baobab fruit 

pulp placed on the market by the 

company FruitArt SAS is 

substantially equivalent to the 

Baobab fruit pulp authorised by 

Commission Decision 

2003/426/EC. 

18 November 2010 14 December 

2010 

160 Alpro Comm. VA/SCA 

Valmingstraat 28 

8560 Wevelgem 

Belgium 

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 phytosterols; 

a container of beverages will 

not contain more than 3 g of 

added phytosterols 

The phytosterols were already 

notified to the Commission 

2 November 2010 19 January 

2011 

161 Made.coop 

Sterntalerweg 73 

40235 Düsseldorf 

Germany 

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 

made.coop 

14 December 2010 26 January 

2011 

162 Bioresco Ltd. 

Bundesstrasse 29 

CH – 4064 Basel 

Extract of defatted cocoa 

powder 

The FSAI11 (IRL) has delivered 

an opinion that for the use in food 

supplements and fortified foods 

10 December 2010 1 February 

2011 



 

for Cognis GmbH 

and Barry Callebaut Belgium 

N.V. 

the extract from this defatted 

cocoa powder was substantially 

equivalent to defatted cacoa 

powder 

163 Pharma Marine AS 

Terøy 

N – 6280 Søvik 

Norway 

Lipid extract from squid SCC22 (GR) Report on the 

Substantial Equivalence of 

Calamarine™ Squid oil with 

Lysi™ Tuna oil 

16 December 2010 1 February 

2011 

164 De Wit Speciality Oils 

Laagwaalderweg 32 

1793 De Waal (Texel) 

The Netherlands 

Echium oil BVN16 (NL) Geraffineerde 

echiumolie (2) – Refined echium 

oil (2) 

28 February 2011 4 March 2011 

166 International Fiber 

Corporation 

50 Bridge Street 

North Tonawanda 

New York 14120 

USA 

Sugar Cane Fibre CSS18 (B) Avis du Conseil 

Supérieur de la Santé N° 8642 

Equivalence substantielle fibre de 

canne à sucre 

28 February 2011 9 March 2011 

167 Huilerie Emile Noël 

B.P. 31099 

ChemindesOliviers 

30134 Point-Saint-Esprit Cedex 

France 

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 

Huilerie Emile Noël 

28 March 2011 12 April 2011 

168 CaliProducts Kft. 

Aranykéz u. 6 

1052 Budapest 

Hungary 

Noni juice OETI20 (HU) Opinion on the 

question of the substantial 

equivalence in accordance with 

Article 3(4) of Regulation (EC) 

No 258/97 of CaliVitaOrganikus 

Noni Juice (juice of the fruit of 

6 April 2011 12 April 2011 



Morinda citrifoliaL)from the 

company CaliProducts Kft. (H-

1052 Budapest,Aranykéz u. g., 

Hungary), to other noni juices 

already notified in accordance 

with Article 5 of Regulation (EC) 

No 258/97 

169 BAOBAB de saveurs 

Médina Fall 

BP 547 

Thiés 

Senegal 

Baobab fruit pulp The DGCCRF14 (F) has accepted 

that the Baoba fruit pulp to be 

placed on the market by the 

company BAOBA de saveurs is 

substantially equivalent to 

BAOBAB fruit pulp already on 

the market 

9 March 2011 27 April 2011 

170 Bentahar Food 

Alleestraße 41 

44793 Bochum 

Germany 

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 

Bentahar food 

8 April 2011 27 April 2011 

171 McKenna Long & Aldridge 

2 Avenue Tervuren 

1040 Brussels 

Belgium 

 

On behalf of Lycored (Israel) 

Lycopene from tomatoes FSAI11 (IRL) Substantial 

Equivalence Opinion of 

Crystalline lycopene from tomato 

23 May 2011 12 July 2011 

172 Hafrad Company 

Burgenring 61 

35396 Gießen 

Germamu 

Argan oil The DGCCRF14 (F) confirmed 

that the previously issued opinion 

by AFSSA3 (see No 13) was also 

applicable to the Argan oil placed 

21 April 2011 6 July 2011 



on the market by the company 

Hafrad-Company 

173 Oy Foodfiles Ltd. 

Neulanjementie 21.6 

70210 Kuopio 

Finland 

 

On behalf of 

Jiangsu Spring Fruit 

Biological Products CO., Ltd. 

(China) 

Yellow fat spreads as defined 

by Council Regulation (EC) 

No. 2991/94 excluding cooking 

or frying fats and spreads based 

on butter or other animal fat;  

Salad dressings, mayonnaise 

and spicy sauces;  

Milk-type drinks, 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 

Soy drinks and rice 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 with 

added phytosterols/phytostanols

  

Rye bread with flour containing 

≥ 50 ù rye (Wholemel rye flour, 

whole or cracked rye kernels 

and rye flakes) and ≤ 30 wheat; 

and with ≤ 4 % added sugar but 

NFB8 (FIN) Opinion on 

substantial equivalence for the 

plant sterol ingredient (Jiangsu 

Spring Fruit Biological Products 

Co. Ltd) 

5 May 2011 6 July 2011 



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 phytosterols; 

Salas dressings, mayonnaise 

and spicy sauces will be packed 

as single portions 

a container of beverages will 

not contain more than 3 g of 

added phytosterols 

174 Food Law Consultants 

Avenue Louise 350 

B – 1050 Brussels 

 

On behalf of Nutrartis S.A. 

Yellow fat spreads as defined 

by Council Regulation (EC) 

No. 2991/94 excluding cooking 

or frying fats and spreads based 

on butter or other animal fat;  

Salad dressings, mayonnaise 

and spicy sauces;  

Milk-type drinks, 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 

Soy drinks and rice drinks;  

NFB8 (FIN) Lausunto veteen 

dispergoituvien 

kasvisteroliainesten NDS 

oleellisesta vastaavuudesta 

(Nutrartis S.A.) 

15 March 2011 22 August 

2011 



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 with 

added phytosterols/phytostanols

  

Rye bread with flour containing 

≥ 50 ù rye (Wholemel rye flour, 

whole or cracked rye kernels 

and rye flakes) and ≤ 30 wheat; 

and with ≤ 4 % added 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 phytosterols; 

Salas dressings, mayonnaise 

and spicy sauces will be packed 

as single portions 

a container of beverages will 

not contain more than 3 g of 

added phytosterols 

175 Food Law Consultants 

Avenue Louise 350 

B – 1050 Brussels 

 

Chia seed (Salvia hispanica) CSS18 (B) Advis van de Hoge 

Gezondheidsraad nr. 8673 

Aanvraag tot toelating van Chia 

seed: wezenlijke 

21 March 2011 27 July 2011 



On behalf of Chiasa2F, S.L. gelijkwaardigheid 

176 CJ CheilJedang Corporation 

Food Ingredients Business Unit 

Ingredient Business Planning 

CJ Building, 500 Namdaemunno 

5-ga 

Chung-gu 

Seoul 100-749 

South Korea 

D-Tagatose FSAI11 (IRL) Substantial 

equivalence opinion – D-

Tagatose 

16 September 2011 23 September 

2011 

177 Olympic Seafoods AS 

PO Box 234 

N – 6099 Forsnavág 

Norway 

 

formerly Emarld Fisheries AS 

 

Krill oil NFB8 (FIN) Opinion on the 

Substantial Equivalence of Oil 

Extracted from Antarctic Krill 

(Euphasia superba) (Emerald 

Fisheries AS) 

2 September 2011 10 October 

2011 

178 Mogador 

Am Hirschsprung 5a  

16348 Wandlitz 

Germany 

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 

Mogador 

31 October 2011 

13 February 2017 

Argana company 

has changed its 

address. 

 

28 November 

2011.  

22 Feburary 

2017 the 

change was 

notified 

179 Functional Products Trading 

S.A. 

Avda. Louis Pasteur N° 5850 – 

Of 303 

Vitacura 

Santiago 

Chile 

Chia Seed (Salvia hispanica) CSS18 (BE) Advisory Report of 

the Superior Helath Council No 

8709 

Sustantial equivalence 

application for the approval of 

CHia FTP 

7 December 2011  

3 April 2017, 

change of the 

company's name 

31 January 

2012 

6 July 2017 the 

change was 

notified 

180 Evolva SA Resveratrol as ingredient to FSAI11 (IRL) Substantial 18 January 2012 7 February 



Duggingerstrasse 23 

CH – 4153 Reinach 

Switzerland 

 

Formerly: Fluxome 

 

food supplements equivalence opinion - Resveratrol 2012 

181 Bioresco Ltd. 

Bundesstrasse 29 

CH – 4045 Basel 

Switzerland 

 

on behalf of 

Synergia Pvt. Ltd. 

Vitamin K2 FSAI11 (IRL) Substantial 

equivalence opinion – Vitamin K 

2 

8 February 2012 23 February 

2012 

182 Oy Foodfiles Ltd. 

Postlosuite 

Neulanienementie 2 L 6 

FI – 70210 Kupio 

Finland 

 

Onbehalf of Raisio Nutrition 

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 

NFB8 (FIN) Opinion of the 

substantial equivalence of plant 

sterol ester ingredient (Raisio 

Nutrition Ltd.) 

13 March 2012 15 March 2012 



replaced by vegetable fat or 

protein; milk based fruit drinks; 

salad dressings and spicy 

sauces; soya drinks and rice 

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 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 

182a Novandie 

19, rue de la Republique 

BP 1089 

F – 76153 Maromme Cedex 

France 

Milk type drinks, fermented 

milk type products 

 

a portion will not contain more 

than 3 g (in case of one portion 

The phytosterols are provided by 

Raisio 

10 July 2012 19 July 2012 



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 

183 SCIOTEC Technologies 

GmbH 

Ziegelfeldstrasse 3 

A – 3430 Tulln 

Austria 

Protein extract from pig kidneys 

to be used in food for special 

medical purposes and in food 

supplements 

AGES6 (AT) Gutachten – 

Stellungnahme zum Antrag auf 

Notifikation von DAOSIN® nach 

Art. 5 der Novel Food VO (EG) 

258/97 

29 February 2012 3 April 2012 

184 Ocean Nutrition Canada 

Limited 

101 Research Drive 

Dartmouth, NS 

Canada B2y 4T6 

DHA from Schizochytrium sp FSA9 (UK) Opinion on the 

substantial equivalence of a DHA 

rich oil from microalgae 

20 April 2012 25 April 2012 

185 Algio – Terra Natura 

13 route de Peyrazat 

87350 Panazol 

France 

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  

11 April 2012 27 April 2012 

186 TAMANARGAN UG 

Kirchstr. 23 

54311 Trierweiler 

Germany 

Argan oil BVL4 (D) Stellungnahme über 

die Frage der wesentlichen 

Gleichwertigkeit gemäß Art. 3 

Abs. 4 der Verordnung (EG) Nr. 

258/97 von "Arganöl" – 

Antragsteller Tamanargan UG 

16 April 2012 2 May 2012 

187 NutraQ AS 

Enebakkveien 117 A 

Yeast Beta-Glucans FSAI11 (IRL) Substantial 

equivalence opinion NutraQ 

22 May 2012 8 June 2012 



0980 Oslo 

Norway 

Insoluble yeast beta-glucans 

188 KAPTEIN B.V. 

Postbus 184 

1900 AD Castricumum 

Kramersweg 7 

1901 NP Castricum 

The Netherlands 

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; 

a container of beverages will 

not contain more than 3 g of 

added phytosterols/phytostanols 

BNV16 (NL) Beoordeling 

wezenlijke gelijkwaardigheid 

kaasproduct met toegevoegde 

fytosterolen 

 

The phytosterols are the same as 

authorised by Commission 

Decision 2004/333/EC 

3 May 2012 31 May 2012 

189 ZAHIR CCS 

12 Allée du Palldio 

95290 L'Isle Adam 

France 

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 

Zahir CCS 

1 June 2012 26 June 2012 

190 Gläserne Ölmühle GmbH 

Buntzelstr. 138 

D – 12526 Berlin 

Germany 

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 

Gläserne Ölmühle 

16 June 2012 28 June 2012 

191 Kyowa Hakko Europa GmbH 

Am Wehrhahn 50 

D – 40211 Düsseldorf 

Germany 

L-alanyl-L-glutamine ingredient FSAI11 (IRL) Substantial 

Equivalence Opinion 

L-Alanyl-L-Glutamine 

12 July 2012 25 July 2012 



192 Enzymotec Ltd. 

P.O.Box 6 

Migdql Ha Emeq 

23106 Israel 

Krill oil NFB8 (FIN) Lausunto 

krilliäyriäsestä (Euphasia 

superba) uutetun öljyn käyttöalan 

laajentamisesta (Enzymotec Ltd.) 

9 July 2012 30 July 2012 

193 Perfetti van Melle S.P.A. 

Via XXV Aprile 7 

I – 20020 Linaite (MI) 

Italy 

Magnolia bark extract CUDN21 (I) Opinion on the 

substantial equivalence of 

Magnolia bark extract 

supercritical carbon dioxide 

extract considered under Article 3 

(4) of the Novel Food Regulation 

258/97 

2 August 2012 14 August 

2012 

194 Bousbia Trade and Logistic 

Solutions e.U. 

Pembaurstrasse 39 

AT-6020 Innsbruck 

Austria 

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 Mr Mhamed 

Bousbia 

21 August 2012 4 October 2012 

195 Pharma Marine AS 

Terøy 

N – 6280 Søvik 

Norway 

Squid oil NFB8 (FIN) Lausunto 

Calamarine™ mustekalaöljyn 

käyttöalan laajentamisesta 

ravintolisissä (Pharma Marine 

AS) 

9 October 2012 24 October 

2012 

196 Oy Foodfiles Ltd. 

Neulaniementie 2 L 6 

70210 Kupio 

Finland 

 

on behalf of 

Arctic Nutrition  

(former Oy Ecoway AB) 

Noni powder CSS18 (BE) Avis du Conseil 

Superieur de la Santé N° 8688 

Equivalnce substantielle pour la 

poudre de Morinda citrifolia 

(Ecoway Noni Powder) 

21 September 2012 27 November 

2012 



 

197 RNI Conseil SAS 

2, rue Bel Air 

49000 Angers 

France 

 

On behalf of 

Perles de Gascogne Sarl and 

Agroindustrias Amazonicas 

(Inca inchi oil) Sacha inchi oil 

oil from Plukenetia volubilis L. 

FSAI11 (IRL) Substantial 

Equivalence opinion – Inca Inchi 

Virgin Oil 

26 November 2012 4 December 

2012 

198 K &L Gates GP 

The View Building 

Rue de l'Industrie 26/38 

B – 1040 Brussels 

 

on behalf of  

Functional Products Trading 

S.A. 

Avda. Louis Pasteur N° 5850 – 

Of 303 

Vitacura 

Santiago 

Chile 

Chia seed The FSA9 (UK) confirmed the 

view that Benexia's Chia seed 

was substantially equivalent to 

the Chia seed authorised by 

Commission Implemementing 

Decision 2013/50/EU 

5 March 2013 

3 April 2017, 

change of the 

company's name 

12 March 2013 

6 July 2017 the 

change was 

notified 

199 Oriento GmbH 

Burghofstr. 6 

D – 59494 Soest 

Argan oil BVL4 (DE) Stellungnahme über 

die wesentliche Gleichwertigkeit 

gemäß Art. 3 Abs. 4 der 

Verordnung (EG) Nr. 258/97 von 

Argan öl – Oreinto GmbH, …, 

Burghofstraße 6, 59 494 Soest 

mit anderen bereits nach Artikel 5 

der Verordnung (EG) 258/97 

5 March 2013 26 March 2013 



notifiziertten Arganölen (Öl 

gewonnen aus den Kernen von 

Argania spinosa) 

200 Biomega e.U. 

Kehrgasse 6 

A – 8793 Troifach 

Austria 

Baobab dried fruit pulp AGES6 (AT) Stellungnahme zum 

Antrag auf Notifikation von 

Baobab Fruchtfleisch (Adansonia 

digitata) der Fa. Biomega e.U. 

nach Art.5 der Novel Food VO 

(EG) 258/97 

11 April 2013 26 April 2013 

201 Aker BioMarine AS 

Fjordalléen 16 

P.O. Box 1423 Vika 

NO – Oslo 

Norway 

Lipid extract from Antarctic 

Krill (extension of uses) 

NFB8 (FIN) confirmed the view 

that lipid extract from Antarctic 

Krill (extension of uses)  was 

substantially equivalent to 

existing krill oil authorised by 

Commission Implmementing 

Decision 2009/752/EU 

2 April 2013 6 May 2013 

202 Advanced Organic Materials 

S.A. 

Calle 14, No 507 

Parque Industrial Pilar 

Buenos Aires 

Argentina 

Phytosterol ingredients 

ADVASTEROL 90 and 

ADVASTEROL ESTER 

 

 

 

 

NFB8 (FIN) Lausunto 

ADVASTEROL 90 ja 

ADVASTEROL ESTER 

kasvisteroliainesten oleellisesta 

vastaavuudesta 

(Advanced Organic Materials 

S.A.) 

 

12 June 2013 24 July 2013 

203 Oy Foofiles Ltd 

Neulaniementie 2 L 6 

70210 Kuopio 

FINLAND 

 

On behalf of 

Lipid extract RIMEFROST 

SUBLIME (US) from Antarctic 

Krill (Euphasia superba) 

(Rimfrost USA LCC) 

NFB8 (FIN) Lausunto 

krilliäyriäisestä (Euphasia 

Superba) uutetun öljyn 

RIMFROST SUBLIME (US) 

oleellisesta vastaavuudesta 

(Rimfrost USA, LCC) 

11 June 2013 24 July 2013 



Rimfrost USA, LCC 

PO, Box 143 

841 Avoca Farm Road 

Merry Hill, NC 27958 

USA 

204 RASANA 

Ul. Ratuszowa 11 

03-450 Warszawa 

Poland 

Argan oil (Argania spinosa L) The DGCCRF14 (F) confirmed 

that the previously issued opinion 

by AFSSA3 (see No 13) was also 

applicable to this Argan Oil 

28 May 2013 26 July 2013 

205 COMMODITY TRADE 

PARTNERS LTD  

Unit 2 

Selbury Drive 

Leicester – LE2 5NG 

United Kingdom 

 

Formely: Infoods Ltd   

Chia seeds The ACNFP1 (UK) concluded 

that the chia seed produced by 

Infoods Ltd are substantially 

equivalent to the existing chia 

seeds produced by the Chia 

company 

21 June 2013 25 July 2013 

206 Elmadie  

2 Grande Rue 

80300 Carnoy 

France 

Chia seeds (Salvia hispanica) La DGCCRF14 (F) a émis l’avis 

que les grains de Chia sont 

substantiellement équivalentes à 

les grains de Chia déjà autorisée 

en Décision de la Commission 

2009/827/CE 

24 June 2013 4 September 

2013 

207 Original Chia: 

1) Original Chia ApS and 

2) Original Chia Wholesale 

ApS 

Jyllandsgade 30 

6400 Sønderborg 

Denmark 

Chia seeds (Salvia hispanica) MfFLoF7 (DK) Vedrørende 

anmodning om vurdering af 

væsentlig lighed af chia- (Salvia 

hispanica) frø fra Original 

Chia Aps, Danmark med chia-frø 

fra The Chia Company, 

Australien 

28 August 2013 5 September 

2013 



208 Analyze & Realize GmbH 

Waldseeweg 6 

13467 Berlin 

Germany 

 

On behalf of 

Açurareira Quata S.A 

Av. Brigadeiro Faria Lima, 2277 

- 5° andar 

CEP: 01452-000 São Paulo - SP, 

Brazil 

Goldcell® beta-glucan with 

insoluble yeast beta-glucans 

The FSAI11 (IRL) confirmed that 

the insoluble yeast beta-glucans 

produced by Açurareira Quata 

S.A is substantially equivalent to 

Biothera Inc. insoluble yeast beta-

glucans authorised by 

Commission Decision 

2011/762/EU 

 

27 August 2013 25 September 

2013 

209 Gnosis S.p.A 

Via Lavoratori Autobianchi 1 

20832 Deso (MI)  

Italy 

Corrigendum 

Vitamin K2 product derived 

from Bacillus Subtilis spp. 

Natto 

The FSAI11 (IRL) confirmed that 

the Vitamin K2 produced by 

GNOSIS S.p.A. is substantially 

equivalent to Vitamin K2 

authorised by Commission 

Decision 2009/345/EC  

Amended opinion 12 June 2015 

29 August 2013  

5 August 2015 

14 October 

2013 

7 August 2015 

210 Aduna Ltd. 

Lafone House 11/13 

Leathermarket 

London SE1 3HN  

UK 

Baobab fruit pulp The FSAI11 (IRL) confirmed that 

the Baobab fruit pulp to be 

marketed by Aduna Ltd is 

substantially equivalent to 

Baobab fruit pulp authorised by 

Commission Decision 

2008/575/EC 

13 September 2013 14 October 

2013 

211 Glanbia Innovation Centre 

Leggettsrath Business Park 

Kilkenny 

Ireland 

Bovine lactoferrin (Bioferrin®) The FSAI11 (IRL) confirmed that 

Bioferrin® produced by Glanbia 

is substantially equivalent to 

Bioferrin® authorised by 

Commission Decision 

26 September 2013 15 October 

2013 



2012/725/EU 

212 Primari Premium Raw 

Materials S.L. 

Calle/ B, 22 "El Romeral" 

46149 Gilet (Valencia) 

Spain 

Chia seeds (Salvia hispanica) AESA10 (E) Informe referente a 

la solicitud de equivalencia 

sustancial de semillas de chía de 

Primaria Premium Raw Materials 

con las semillas de chía 

autorizadas como ingrediente 

alimentario de acuerdo con el 

artículo 3 (4) del Reglamento 

(CE) № 258/97 del Parlamento 

Europeo y del Consejo, de 27 de 

enero de 1997, sobre nuevos 

alimentos y nuevos ingredientes 

alimentarios 

12 September 2013 8 November 

2013 

213 Naturkost Überlhör GmbH & 

Co KG 

Friesenhof-Banhof 23-25 

88299 Leutkirch-Friesenhof 

Germany 

Chia seeds ( Salvia hispanict) BVL4 (DE) Stellungnahme über 

die Frage der wesentlichen 

Gleichwertigkeit gemäss Art 3. 

Abs. 4 der Verordnung (EG) Nr. 

258/97 von "Chiasamen (Samen 

der Pflanze Salvia hispanica L.)" 

11 October 2013 14 November 

2013 

214 Axe Fruit 

57, rue des vignerons  

44 220 Couëron 

France 

Chia seed (Salvia hispanica) La DGCCRF14 (F) émis l'avis 

que les grains de Chia est 

substantiellement équivalente à 

les grains de Chia déjà autorisée 

en Décision de la Commission 

2009/827/CE 

31 October 2013 18 December 

2013 

215 Bio-Innovation 

Zimbabwe 

PO Box BW 932, Borrowdale, 

Harare, Zimbabwe 

Baobab (Adansonia digitata) 

fruit pulp 

The FSAI11 (IRL) confirmed that 

Baobab fruit pulp is substantially 

equivalent to the Baobab fruit 

pulp authorised by Commission 

28 November 2013 28 March 2014 



Decision 2008/575/EC 

216 Orion Corporation 

Orionintie 1 

02200 Espoo 

Finland 

Food supplement products 

containing glucosamine 

hydrochloride from fungus 

Aspergillus niger 

 

ACNFP1 (UK) Opinion on 

Substantial equivalence of 

glucosamine HCl (Aspergillus 

niger) considered under Article 5 

of the Novel Foods Regulation 

11 December 2013 13 February 

2014 

217 Sté. BARBARA VEGA, SAS  

3, Petite Avenue de Buenos 

Aires 

06000 Nice                                        

France 

 

 

Formely NICE AROMATICS 

SARL 

Espace Jacques-Louis LIONS  

4 Traverse Dupont 

06130 Grasse 

France     

 

Sacha inchi oil (Plukenetia 

volubilis L) 

La DGCCRF14 (F) a émis l'avis 

que l'huile de sacha inchi 

(Plukenetia volubilis L) est 

substantiellement équivalente à 

l'huile de lin comme a été évaluée 

par l'Autorité de sécurité 

alimentaire d'Irlande (FSAI) 

15 January 2014 30 January 

2014 

218 Chia Booster Distribution Ltd 

10 Seapoint, Riverstown 

Tramore, CO Waterford 

Ireland 

Chia seed (Salvia hispanica) The FSAI11 (IRL) confirmed that 

the Chia seeds is substantially 

equivalent to the Chia seeds 

authorised by Commission 

Decision 2013/50/EU 

19 November 2013 23 January 

2014 

219 Nutrisure Ltd (Supernutrients) 

North Barn 

Manor Farm  Southstoke 

Bath BA2 7DW 

United Kingdom 

Chia seed (Salvia hispanica) 

 

The ACNFP1 (UK) confirmed 

that the Chia seeds is 

substantially equivalent to the 

Chia seeds authorised by 

Commission Decision 

13 January 2014 22 January 

2014 



2013/50/EU 

220 Biomega e.U. 

Kehrgasse 6 

A-8793 Trofaiach 

Austria 

 

 

Baobab fruit pulp 

 

Das AGES6 (AT) Stellungnahme 

zum ergänzenden Ansuchen der 

Fa. Biomega e.U um Bestätigung 

der wesentlichen 

Gleichwertigkelt von Baobab-

Fruchtfleisch (Adansonia digita) 

aus Zimbabwe nach Art. 5 der 

Novel Food VO (EG) 258/97 

07 January 2014 14 February 

2014 

221 Kanematsu GMGH   

Oststraße 34                                     

D-40211 Düsseldorf  

Germany 

Oligomate GOS The FSAI11 (IRL) confirmed 

Oligomate GOS is substantially 

equivalent to Vivinal GOS that is 

already on the EU market 

20 January 2014 31 January 

2014 

222 RNI Conseil                                      

2 Rue de Bel Air                          

49000 Angers                               

France 

 

On behalf of Neptune 

Technologies & Bioressources 

Inc. 

Lipid oil extracted from 

Antarctic 

krill (Euphasia superba) 

NFB8 (FIN) Lausunto 

kríllíäyriäisestä (Euphasia 

superba) uutetun öljyn 

oleellisesta vastaavuudesta 

(Neptune Technologies & 

Bioressources Inc.) 

29 January 2014 6 February 

2014 

223 Duque de Ayuso S.L. 

Ronda de las Pleyades 30 

La Alcayna 

Molina de Segura 

30507 Murcia 

Spain 

Chia seed (Salvia hispanica L) 

 

AESA10 (E) Informe referente a 

la solicitud de equivalencia 

sustancial de semillas de 

chía de Duque de Ayuso S.L. con 

las semillas de chía autorizadas 

como ingrediente alimentario de 

acuerdo con el artículo 3 (4) del 

Reglamento 

(CE) Nº 258/97 del Parlamento 

4 February 2014 21 February 

2014 



Europeo y del Consejo, de 27 de 

enero de 1997, sobre nuevos 

alimentos y nuevos ingredientes 

alimentarios 

224 Delphi Organic GmbH 

Martin-Luther-King-Weg 42-44 

D-48155 Münster 

Germany 

Chia seed (Salvia hispanica L) 

 

 

 

BVL4 (D) Stellungnahme über 

die Frage der wesentlichen 

Gleichwertigkelt gemäss Art 3 

Abs, 4 der Verordnung (EG) Nr, 

258/97 von "Chiasamen (Samen 

der Plantf Salvia hispanica 

L." - Delphi Organic GmbH, 

Martin-Luther-King-Weg 42 - 

44,48155 Münster mit den per 

Durchführungsbesluchss der 

Komission vom 22. Januar 2013 

(2013/50/EU) genehmigten 

Chiasamen der Firma The Chia 

Company 

6 February 2014 24 February 

2014 

225 Gnosis S.p.A. 

Via Lavoratori Autobianchi, 1 

20832 Desio (MB) 

Italy 

Vitamin K2 powder product 

derived from Bacillus subtilis 

spp. 

The FSAI11 (IRL) confirmed that 

Vitamin K2 is substantially 

equivalent to the Vitamin K2 

authorised by Commission 

Decision 2009/345/EC 

10 February 2014 14 February 

2014 

226 Lonza Ltd 

Muenchensteinerstrasse 39 

CH-4002 Basel 

Switzerland 

 

Acquired by 

 

Phosphatidylserine from soya 

phospholipids 

 

NFB8 (FIN) Lausunto soijan 

fosfolipideistä johdetun 

fosfatidyyliseriinin oleellisesta 

vastaavuudesta (Lonza Ltd) 

5 February 2014 21 February 

2014 



Lipogen Ltd 

P.O. Box 7687 

Haifa 31078 

Israel 

227 A.V. Sørensen 

Praestevaenget 7 

Oens 

8700 Horsens 

Denmark 

Chia seed (Salvia hispanica L) MfFLoF7 (DK) Vurdering af 

væsentlig lighed af chia- (Salvia 

hispanica) frø fra A.V. Sørensen, 

Danmark med chia-frø godkendt i 

henhold til Kommissionens 

gennemførelsesafgørelse 

2013/50/EU 

4 March 2014 7 March 2014 

228 ACHANCHIA UG & CO.KG 

Vilstalstrasse 88 

D-92245 Kümmersbruck 

Germany 

Chia seed (Salvia hispanica L) MfFLoF7 (DK) Evaluation of 

substantial equivalence of chia 

(Salvia hispanica) seeds from 

ACHANCHIA UG & Co.KG, 

Germany with chia seeds 

approved by Commission 

implementing decision 

2013/50/EU 

5 March 2014 13 March 2014 

229 Altaselva Distribuzione Sri 

Via Col Alt 80 

39033 Corvara in Badia (BZ) 

Italy  

Former (Altaselva GmbH) 

 

Sacha inchi oil (Plukenetia 

volubilis L) 

AGES6 (AT) Stellungnahme zum 

Antrag auf Notifikation von 

Sacha Inchi Öl (Plukenetia 

volubilis) der Fa. Altaselva 

GmbH nach Art.5 der Novel 

Food VO (EG) 258/97 

17 March 2014 

15 December 2016 

Altaselva company 

has changed its 

name and address. 

05 May 2014 

20 December 

2016 the 

change was 

notified 

230 Fair Venture Consulting Limited 

Martlet House 

El Yeoman Gate 

Yeoman Way 

Worthing 

Sacha inchi oil (Plukenetia 

volubilis L) 

The FSAI11 (IRL) confirmed the 

Sacha inchi oil (Plukenetia 

volubilis L) is substantially 

equivalent to Inca inchi oil 

already on the EU market 

28 March 2014 04 April 2014 



West Sussex BN13 3QZ 

UK 

 

On behalf of Agroindustrias 

OSHO SAC; Amazon Health 

Products SAC; Roda Selva 

SAC and Olivos del Sur SAC 

231 AMERICA LATINA 

ORGANCHIA SA 

San Pedro 33-29 y Rumipamba 

Quito 

Provincia: Pichincha 

Ecuador 

Chia seed (Salvia hispanica) 

 

La DGCCRF14 (F)  a émis l’avis 

que les grains de Chia (Salvia 

hispanica) est substantiellement 

équivalente à les grains de Chia 

déjà autorisée en Décision de la 

Commission 2009/827/CE 

9 April 2014 05 May 2014 

232 Coopérative Argan El Kheir 

Douar Zaoula, El Hanchan 

Route Essaoulra Marrakech 

MA-44250, Essaoulra 

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 

already on the market by the 

company 

10 April 2014 08 May 2014 

233 Tradin Organic Agriculture 

B.V.                                                    

Stationsplein 61-65                       

1012 AB Amsterdam                   

The Netherlands 

Chia seed (Salvia hispanica) 

 

BNV16 (NL) Chiazaad (2): 

Beoordeling van wezenlijke 

gelijkwaardigheid bij een 

kennisgeving (notificatie) 

volgens de Europese verordening 

258/97 betreffende nieuwe 

voedingsmiddelen en nieuwe 

voedseiingrediënten  

 

02 May 2014 12 May 2014 

234 Progress Biotech b.v.  

Paltrokmolen 6                                 

DHA-rich Algal oil BNV16 (NL) Docosahexaenoic 

acid rich algal oil (3): 

12 May 2014 27 May 2014 



2906SE Capelle aan den Ijssel                                                                     

The Netherlands 

Beoordeling van wezenlijke 

gelijkwaardigheid bij een 

kennisgeving (notificatie) 

volgens de Europese verordening 

258/97 betreffende nieuwe 

voedingsmiddelen en nieuwe 

voedseiingrediënten  

235 VM Trading GmbH  

Rosenhof 1                                            

91637 Wörnitz                                             

Germany 

Chia seed (Salvia hispanica L.) 

 

BVL4 (D) Stellungnahme über 

die Frage der wesentlichen 

Gleichwertigkeit gemäß Art. 3 

Abs. 4 der Verordnung (EG) Nr. 

258/97 von "Chiasamen (Samen 

der Pflanze Salvia hispanica 

L." 

15 May 2014 05 June 2014 

236 Bioplus Life Sciences PvT. 

Pharmed Gardens Whitefield 

Road                               

Balgalore-560048                             

India 

BioDHA Algal oil from 

Schizochytrium sp. 

The FSAI11 (IRL) confirmed 

BioDHA Algal oil from 

Schizochytrium sp. is 

substantially equivalent to DHA-

rich oil authorised by 

Commission Decisions 

2003/427/EC and 2009/778/EC 

04 June 2014 05 June 2014 

237 Good Feeling Products S.L.       

Calle S' Estanyol No. 12 Local 3 

y 4 E-07560 Cala Millor                  

Spain 

Chitin-glucan complex from 

Fomes fomentarius 

Le CSS18 (BE) a émis l’avis que 

la complexe de la chitine-glucane 

de Fomes fomentarius est 

substantiellement équivalente à la 

chitine-glucane de Aspergillus 

niger déjà autorisée 

 

26 June 2014 24 July 2014 

238 Doens Food Ingredients B.V 

Oranjestraat 40A                          

Chia seed (Salvia hispanica) BNV16 (NL) Chiazaad (3): 

Beoordeling van wezenlijke 

24 July 2014 30 July 2014 



4515 CA Ijzendijke                              

The Netherlands 

gelijkwaardigheid bij een 

kennisgeving (notificatie) 

volgens de Europese verordening 

258/97 betreffende nieuwe 

voedingsmiddelen en nieuwe 

voedseiingrediënten  

 

239 DIOVEVA S.A.S                              

B.P. 107                                              

Route de Boran                                    

60460 Précy-sur-Oise 

France 

Sacha inchi Oil (Plukenetia 

Volubilis Linneo) 

The DGCCRF14 (F) confirmed 

that the previously issued opinion 

by FSAI11 was also applicable to 

the Sacha inchi oil 

14 August 2014 16 September 

2014 

240 Negocios Europa Ltd (UK) TA 

AGROBOLIVIA 

Cap Gen Commodity Trade and 

Business                                              

2 Windsor Court                                    

9-11 Ashley Road                              

Epsom KT18 5AQ                             

Surrey                                                   

UK 

Chia seed (Salvia hispanica) 

 

The FSAI11 (IRL) confirmed 

Chia seed (Salvia hispanica) is 

substantially equivalent to Chia 

seed already on the EU market 

18 August 2014 10 September 

2014 

241 Sehl Gourmet-Arganöl  

Hicham Sehl  

Carlsplatz stand A 7  

40213 Düsseldorf  

Germany 

Argan oil The DGCCRF14 (F) confirmed 

that the previously issued opinion 

by AFSSA3 (see No 13) was also 

applicable to the Argan oil placed 

already on the market by the 

company 

21 August 2014 11 September 

2014 

242 Voicevale Ltd. 

Dove House 

Arcadia Avenue 

Chia seed (Salvia hispanica) 

 

The FSAI11 (IRL) confirmed 

Chia seed (Salvia hispanica) is 

substantially equivalent to Chia 

27 August 2014 12 September 

2014 



Finchley 

London N3 2JU 

UK  

seed already on the EU market 

243 Fenchem Biotek Ltd.  

19F Fortune Building 

No. 359 Hongwu Road 

Nanjing, China, 210002  

Astaxanthin (AstaMarinTM – 

5% & 10% Oleoresin) replaced 

by Astaxanthin 

(AstaSuperTM) 

The FSAI11 (IRL) confirmed 

Astaxanthin  is substantially 

equivalent to astaxanthin already 

on the EU market 

03 September 2014  

20 February 2015 

11 September 

2014 

19 March 2015 

244 Nature's Path Organic UK                  

165 Main Street                                   

Greenham Business Park  

Newbury, Berkshire                             

UK RG19 6HN 

Chia seed (Salvia hispanica) 

 

The FSAI11 (IRL) confirmed 

Chia seed (Salvia hispanica) is 

substantially equivalent to Chia 

seed already on the EU market 

10 September 2014 12 September 

2014 

245 Duria Global GmbH &Co. KG 

Rotdornweg 34                                        

52372 Kreuzau                                     

Germany  

                                                                                                          

Medina Vasquez SRL 

Carretera a Tornito s/n 

Ascencion de la Frontera 

Santa Cruz  

Bolivia 

 

Chia seed (Salvia hispanica) 

 

The FSAI11 (IRL) confirmed 

Chia seed (Salvia hispanica) is 

substantially equivalent to Chia 

seed already on the EU market 

18 September 2014 22 September 

2014 

246 Nutrisure Ltd (Supernutrients) 

North Barn 

Manor Farm  Southstoke 

Bath BA2 7DW 

United Kingdom 

Chia seed (Salvia hispanica) 

 

The FSAI11 (IRL) confirmed that 

the Chia seeds is substantially 

equivalent to the Chia seeds 

authorised by Commission 

Decision 2013/50/EU 

01 October 2014 09 October 

2014 

247 ANDEAN GRAIN 

PRODUCTS LTD.  

Chia seed (Salvia hispanica L.) 

 

The ACNFP1 (UK) confirmed 

that the Chia seeds is 

03 October 2014 09 October 

2014 



International House 

124 Cromwell Road 

London 

SW7 4ET 

United Kingdom 

substantially equivalent to the 

Chia seeds authorised by 

Commission Decision 

2013/50/EU 

248 New Horizons Global Ltd 

Knowsley Business Park South,                                                     

Liverpool,                                               

Merseyside,                                          

L34 9HY,                                                    

United Kingdom 

DHA-rich Oil from 

Schizochytrium sp. 

The FSAI11 (IRL) confirmed 

BioDHA Algal oil from 

Schizochytrium sp. is 

substantially equivalent to DHA-

rich oil from Schizochytrium sp. 

already on the EU market 

10 October 2014 22 October 

2014 

249 A. Poortman (London) 

Limited                                                     

83-85 Mansell Street  

London E1 8AN                                       

United Kingdom 

Chia seed (Salvia hispanica) 

 

The FSAI11 (IRL) confirmed that 

the Chia seeds is substantially 

equivalent to the Chia seeds 

authorised by Commission 

Decision 2013/50/EU 

16 October 2014 22 October 

2014 

250 COMPAÑÍA INVERSORA 

AGROPECUARIA S.R.L  

Parana 1315 Entrepiso  

Capital Federal, Argentina  

P5411 4815 4197  

                                                        

SalbaChiaUK Ltd  

7 Lancelot Place  

London SW7 1DR  

United Kingdom 

Chia seed (Salvia hispanica L.) 

 

The ACNFP1 (UK) confirmed 

that the Chia seeds is 

substantially equivalent to the 

Chia seeds authorised by 

Commission Decision 

2013/50/EU 

12 November 2014 20 November 

2014 

251 GO Superfoods Ltd T/A 

Rainforest Foods                                 

Unit 5 Redwood Court  

Campbell Way                                    

Chia seed (Salvia hispanica) 

 

The FSAI11 (IRL) confirmed that 

the Chia seeds is substantially 

equivalent to the Chia seeds 

authorised by Commission 

14 November 2014 20 November 

2014 



Sheffield                                                

S25 3NQ                                                      

United Kingdom 

Decision 2013/50/EU 

252 101 Oleo GmbH 

Glockengiesserwall 3,  

20095 

Hamburg,  

Germany 

Phytosterole/stanon Esters 

 

 

BVL4 (D) Stellungnahme über 

die Frage der wesentlichen 

Gleichwertigkeit gemäß Art. 3 

Abs. 4 der Verordnung (EG) Nr. 

258/97 von "Phytosterolester/ 

Phytostanolester" 

 

21 November 2014 15 December 

2014 

253 Unicorn Ingredients Limited 

First Floor                                               

4-6 South Street                                 

EPSOM                                                       

Surrey                                                           

KT18 7PF                                               

United Kingdom 

Chia seed (Salvia hispanica L.) 

 

The FSAI11 (IRL) confirmed that 

the Chia seeds is substantially 

equivalent to the Chia seeds 

authorised by Commission 

Decision 2013/50/EU 

28 November 2014 03 December 

2014 

254 Nutraveris SARL                                     

18 C, rue du SABOT                             

22 440 PLOUFRAGAN                          

France  

                                                            

on behalf of   

                                                 

Fermentalg                                                 

4, Rue Rivière                                         

33500 Libourne                                       

France 

DHA-rich Algal oil from 

Schizochytrium sp. FCC-1324 

The FSAI11 (IRL) confirmed 

DHA Algal oil from 

Schizochytrium sp. FCC-1324 is 

substantially equivalent to DHA-

rich oil from Schizochytrium sp. 

already on the EU market 

17 December 2014 22 December 

2014 

255 INABATA UK LTD                             

Unit B6,10                                                

DHA-rich Algal oil from 

Schizochytrium sp. STRK-

The FSAI11 (IRL) confirmed 

DHA Algal oil from 

29 January 2015 04 February 

2015 



Hortonwood Industrial Estate 

Telford, TF17E8 

The United Kingdom  

 

on behalf of 

 

Runke Bioengineering (Fujian) 

Co. Ltd                                      

Jindu Industiral Clusters Zone, 

Zhaoan Country  

Zhangzhou City                                    

Fujian Province                                     

China 

SSP01 

 

 

  

Schizochytrium sp. FCC-1324 is 

substantially equivalent to DHA-

rich oil from Schizochytrium sp. 

already on the EU market 

256 Biologische Praparate                    

Dr. Gross GmbH                                     

Dorfstr. 32                                          

82549 Konigsdorf                             

Germany 

 

Chia seed (Salvia hispanica L.) 

 

BVL4 (D) Stellungnahme über 

die Frage der wesentlichen 

Gleichwertigkeit gemäß Artikel 3 

Absatz 4 der Verordnung (EG) 

Nr. 258/97 über neuartige 

Lebensmittel und neuartige 

Lebensmittelzutaten von 

„Chiasamen (Samen der Pflanze 

Salvia hispanica L.)"   

13 February 2015 04 March 2015 

257 Royal Ingredients Group B.V.                                                       

Noorderstraat 1C                              

1823 CS Alkmaar                                 

The Nethrelands 

Chia seed (Salvia hispanica) The FSAI11 (IRL) confirmed that 

the Chia seeds is substantially 

equivalent to the Chia seeds 

authorised by Commission 

Implementing Decision 

2013/50/EU 

23 February 2015 09 March 2015 

258 PLANTAFARM, S.A.  

sociedad unipersonal                  

Chia seed (Salvia hispanica) AECOSAN10 (E) Informe 

referente a la solicitud de 

3 March 2015 30 March 2015 



C/ La Era, 52.                                            

E - 24154                                                     

Villanueva del Condado (Leon)                                                    

Spain 

 

equivalencia sustancial de 

semillas de chía de Plantafarm 

S.A. con las semillas de chía 

autorizadas como ingrediente 

alimentario de acuerdo con el 

artículo 3 (4) del Reglamento 

(CE) № 258/97 del Parlamento 

Europeo y del Consejo, de 27 de 

enero de  1997, sobre nuevos 

alimentos y nuevos ingredientes 

alimentarios 

 

259 RDA Scientific Consultants 

GmbH                                                   

Dachauer Str. 4                                     

D-80335 München                         

Germany                                                    

 

on behalf of 

                                         

DANATURA Food GmbH 

Eupener Straβe 135-137 50933 

Koln                                            

Germany 

Chia seed (Salvia hispanica L.) 

 

BVL4 (D) Stellungnahme über 

die Frage der wesentlichen 

Gleichwertigkeit gemäß Artikel 3 

Absatz 4 der Verordnung (EG) 

Nr. 258/97 über neuartige 

Lebensmittel und neuartige 

Lebensmittelzutaten von 

„Chiasamen (Samen der Pflanze 

Salvia hispanica L.)" 

4 March 2015 20 March 2015 

260 Berrico FoodCompany bv                                   

PO Box 2296                                          

8203 AG Lelystad  

Netherlands 

Chia seed (Salvia hispanica L.) 

 

BNV16 (NL) Chiazaad (4): 

Beoordeling van wezenlijke 

gelijkwaardigheid bij een 

kennisgeving (notificatie) 

volgens de Europese verordening 

258/97 betreffende nieuwe 

4 March 2015 20 March 2015 



voedingsmiddelen en nieuwe 

voedselingrediënten 

261 Oy Medfiles Ltd  

Volttikatu 5 

P.O. Box 1450 

70701 Kuopio                                   

Finland       

                                              

on behalf of     

 

 Lonza Ltd 

 Muenchensteinerstrasse39 

 CH-4002 Basel 

 Switzerland 

Acquired by 

 

Lipogen Ltd 

P.O. Box 7687 

Haifa 31078 

Israel 

MemreePlusTM 

phosphatidylserine 25L  and 

30L 

NFB8 (FI) Lausunto soijan 

fosfolipideistä johdettujen 

nestemäisten MemreePlus™ 

fosfatidyyliseriinivalmisteiden 

oleellisesta vastaavuudesta 

(Lonza Ltd)  

09 March 2015 30 March 2015 

262 SAS Huilerie VIGEAN                    

Les Varennes                                  

36700 Clion sur Indre 

France  

Sacha inchi Oil (Plukenetia 

Volubilis Linneo) 

The DGCCRF14 (F) confirme 

que l'opinion par FSAI11 a été 

aussi applicable a l'huile de  

"Sacha inchi" (Plukenetia 

Volubilis Linneo) 

16 March 2015 30 March 2015 

263 K&L Gates GP                                       

The View Building  

Nijverheidsstraat 26/38  

1040 Brussels                                    

Belgium  

Chia seed (Salvia hispanica L.) 

 

 

The FSAI11 (IRL) confirmed that 

the Chia seeds is substantially 

equivalent to the Chia seeds 

authorised by Commission 

Implementing Decisions 

27 March 2015 16 April 2015 



 

on behalf of   

Sesajal S.A. de CV of Mexico 

and  

Intra Europa Mf UG of 

Germany 

 

2009/827/EU and 2013/50/EU  

264 JULES BROCHENIN S.A.                             

6 rue du Val d' Yvette                      

Bat F1a                                                 

MIN Rungis                                         

F-94550 Chevilly Larue 

France 

Chia seed (Salvia hispanica L.) 

 

The DGCCRF14 (F) a émis l'avis 

que les grains de Chia, est 

substantiellement équivalente 

à les grains de Chia déjà autorisée 

en Décisions ď Exécution de la 

Commission 

2009/827/CE et 2013/50/UE 

9 April 2015 16 April 2015 

265 SABAROT WASSNER S.A.               

La Combe                                              

43320 Chaspuzac                             

France 

Chia seed (Salvia hispanica L.) 

 

The DGCCRF14 (F) a émis l'avis 

que les grains de Chia, est 

substantiellement équivalente 

à les grains de Chia déjà autorisée 

en Décisions ď Exécution de la 

Commission 

2009/827/CE et 2013/50/UE 

8 April 2015 20 April 2015 

266 Al-San Grejsdalsvej                        

 212 DK-7100                                       

Vejle                                              

Denmark                                                

 

on behalf of                                       

La Escondida Ltda 

(Argentina) 

Chia seed (Salvia hispanica L.) 

 

The MfFLoF7 (DK) confirmed 

that the Chia seeds is 

substantially equivalent to the 

Chia seeds authorised by 

Commission Implementing 

Decisions 2009/827/EU and 

2013/50/EU 

14 April 2015 22 April 2015 

267 K&L Gates GP Chia seed (Salvia hispanica) BNV16 (NL) Chiazaad (3): 15 April 2015 28 April 2015 



The View Building 

Rue de l' Industrie 26/38 

1040 Brussels 

Belgium 

 

on behalf of 

 

ANDESHARVEST 

Av. Del Valle 577 of 

204, Huechuraba 

8580678 

Santiago, Chile 

 Beoordeling van wezenlijke 

gelijkwaardigheid bij een 

kennisgeving (notificatie) 

volgens de Europese verordening 

258/97 betreffende nieuwe 

voedingsmiddelen en nieuwe 

voedseiingrediënten  

 

268 A LA PRUNE LORRAINE  

Maison LOISY et Fils 11 et 13,  

Rue de l' eglise B.P.  

18 54330 FORCELLES  

ST GORGON  

France 

Chia seed (Salvia hispanica L.) 

 

The DGCCRF14 (F) a émis l'avis 

que les grains de Chia, est 

substantiellement équivalente 

à les grains de Chia déjà autorisée 

en Décisions ď Exécution de la 

Commission 

2009/827/CE et 2013/50/UE 

16 April 2015 29 April 2015 

269 Global Ecoliving SL                            

C/ La Dorada No 9 Fase III            

15 Dcha.Edf. Poseidon                   

Playa San Juan                                  

Alicante Espana 

Chia seed (Salvia hispanica L.) 

 

AECOSAN10 (E) Informe 

referente a la solicitud de 

equivalencia sustancial de 

semillas de chía de Global 

Ecoliving SL con las semillas de 

chía autorizadas como 

ingrediente alimentario de 

acuerdo con el artículo 3 (4) del 

Reglamento 

(CE) № 258/97 del Parlamento 

Europeo y del Consejo, de 27 de 

13 April 2015 06 May 2015 



enero de  1997, sobre nuevos 

alimentos y nuevos ingredientes 

alimentarios 

270 I.R.B. 

Istituto di Ricerche 

Biotechnologiche S.p.A. 

via Lago di Tovel, 7 

36077 Altavilla Vicentina 

(Vicenza) 

Italy 

Dried extract of Lippia 

citriodora from cell cultures 

HTN®Vb 

The CUDN21 (IT) Valutazione 

della "Richiesta di, Sostanziale 

Equivalenza, ai sensi 

dell'ari. 5 del Regolamento (CE) 

258/97, di estratto di Aloysia 

citriodora Palau [sin. Lippia 

citriodora (Palau) Kunth] da 

colture di tessuto vegetale 

rispetto ad estratto commerciale 

di foglie 

da coltura tradizionale (ditta 

Solimè)n ai sensi dell'articolo 5 

del regolamento (CE) 258/97 sui 

nuovi alimenti (novel food) 

presentata dalla ditta IRB 

30 April 2015 22 May 2015 

271 King Nuts & Raaphorst B.V. 

Spanjeweg 4 

P.O. Box 1044 

2410 CA Bodegraven 

The Netherlands 

Chia seed (Salvia hispanica) BNV16 (NL) Chiazaad (5): 

Beoordeling van wezenlijke 

gelijkwaardigheid bij een 

kennisgeving (notificatie) 

volgens de Europese verordening 

258/97 betreffende nieuwe 

voedingsmiddelen en nieuwe 

voedselingrediënten 

11 May 2015 21 May 2015 

272 Doens Food Ingredients B.V. 

Oranjestraat 40A 

4515 CA IJzendijke 

The Netherlands 

Chia seed (Salvia hispanica) BNV16 (NL) Chiazaad (7): 

Beoordeling van wezenlijke 

gelijkwaardigheid bij een 

kennisgeving (notificatie) 

11 May 2015 22 May 2015 



volgens de Europese verordening 

258/97 betreffende nieuwe 

voedingsmiddelen en nieuwe 

voedselingrediënten 

273 ORIGINAL NONI LOS 

GIGANTES, S.L. 

Avenida del Coronel Gorrín n° 

13, 

38.684 Tamaimo, Santiago del 

Teide, 

Tenerife, Canary Islands, 

Spain 

 

Morinda citrifolia (Noni) fruit 

puree 

 

AECOSAN10 (E) Informe 

referente a la solicitud de 

equivalencia sustancial del puré 

de 

noni (Morínda citrifolia) de 

Original Noni Los Gigantes S.L. 

con el puré de noni autorizado 

como nuevo alimento, de acuerdo 

con el artículo 3 (4) del 

Reglamento (CE) № 258/97 del 

Parlamento Europeo y del 

Consejo, de 27 de enero de 1997, 

sobre nuevos alimentos y nuevos 

ingredientes alimentarios 

29 May 2015 23 June 2015 

274 FOOD COMPLIANCE 

INTERNATIONAL PTE. 

LTD. 

 

on behalf of 

 

CHIA FREYVAL CO. LTD 

The Black Church 

St Mary’s Place 

Dublin 7, Ireland 

 

Chia seed (Salvia hispanica) 

 

The FSAI11 (IRL) opinion on the 

substantial equivalence of Chia 

seed (Salvia hispanica) 

 

4 June 2015 23 June 2015 



275 FOOD COMPLIANCE 

INTERNATIONAL PTE. 

LTD. 

 

on behalf of 

 

KINETIC ENTERPRISES 

LTD 

 

Central Park, Unit 1 

Central Way, Park Royal 

London NW10 7FY 

The UK 

Chia seed (Salvia hispanica) 

 

The FSAI11 (IRL) opinion on the 

substantial equivalence of Chia 

seed (Salvia hispanica) 

 

4 June 2015 23 June 2015 

276 Snack Crops Argentina,  

Av. Santa Aaria 6385 

Módulo 1 A (B1624BSF) Tigre, 

Prov. De Bs. As. Argentina 

 

Chia seed (Salvia hispanica) 

 

MfFLoF7: Evaluation of 

substantial equivalence of chia 

(Salvia hispanica) seeds from 

Snack Crops, Argentina 

with chia seeds approved by 

Commission implementing 

decision 2013/50/EU 

19 June 2015 30 June 2015 

277 Agrobeck International de 

Mexico SRP de RL de CV 

Ostia 2750 int 6 

Col. Lomas de Guevara 

Guadalajara, Jalisco 

MEXICO 44657 

 

Chia seed (Salvia hispanica) 

 

AECOSAN10 (E) Informe 

referente a la solicitud de 

equivalencia sustancial de 

semillas de chía de Agrobeck 

International de Mexico SRP de 

RL de CV con las semillas de 

chía autorizadas como 

ingrediente alimentario de 

acuerdo con el artículo 3 (4) del 

Reglamento 

23 Jule 2015 13 July 2015 



(CE) № 258/97 del Parlamento 

Europeo y del Consejo, de 27 de 

enero de  1997, sobre nuevos 

alimentos y nuevos ingredientes 

alimentarios 

278 Oy Medfiles Ltd  

Volttikatu 5  

P.O. Box 1450  

70701 Kuopio  

FINLAND   

on behalf of  

                                                       

Rimfrost USA, LCC  

PO, Box 143 

841 Avoca Farm Road 

Merry Hill, NC 27958 

USA 

RIMFROST SUBLIME (US) 

lipid extract  

NFB8 (FIN) opinion on the 

substantial equivalence to lipid 

extract authorised by 

Commission Decision 

2009/752/EC 

26 June 2015 08 December 

2015 

279 Oy Medfiles Ltd  

Volttikatu 5  

P.O. Box 1450  

70701 Kuopio  

FINLAND   

on behalf of  

Rimfrost New Zealand  

20 Oxfrod St 

Richmond 7020, Nelson 

RIMFROST SUBLIME (NZ) 

lipid extract 

NFB8 (FIN) opinion on the 

substantial equivalence to lipid 

extract authorised by 

Commission Decision 

2009/752/EC 

26 June 2015 08 December 

2015 



New Zealand 

280 Nutraveris SARL                                     

18 C, rue du SABOT 22 440 

PLOUFRAGAN                           

France                                                              

 

on behalf of                                       

 

Vesta Ingredients Inc.                      

5767 Thunderbird Road 

Indianapolis                                      

IN 46236                                               

USA                             

 The FSAI11 (IRL) confirmed that 

the Vitamin K2 produced by 

Vesta Ingredients Inc. is 

substantially equivalent to 

Vitamin K2 authorised by 

Commission Decision 

2009/345/EC 

30 June 2015 03 July 2015 

281 Jules Brochenin S.A. 

6 rue du Val d' Yvette 

F-94550 Chevilly Larue 

France 

                           

 

Chia oil (Salvia hispanica) The DGCCRF14 (F) a émis l'avis 

que ľ huile de chia est 

substantiellement 

équivalente à 1' huile de chia déjà 

autorisée en Décision ď 

Exécution de la Commission 

2014/890/UE 

06 July 2015 20 July 2015 

 

27 July 2015 

corrected 

version 

282 Huilerie Vigean                               

11, rue des Verennes                   

 36700 CLION-SUR-INDRE 

France 

 

Chia oil (Salvia hispanica) The DGCCRF14 (F) a émis l'avis 

que ľ huile de chia est 

substantiellement 

équivalente à 1' huile de chia déjà 

autorisée en Décision ď 

Exécution de la Commission 

2014/890/UE 

07 July 2015 27 July 2015 

283 Pharma Marine AS 

Terøy 

N-6280 SOEVIK 

CalamarineTM squid oil 

 

NFB8 (FI) Lausunto soijan 

fosfolipideistä johdettujen 

nestemäisten CalamarineTM squid 

09 July 2015 28 July 2015 



Norway oil Komission 

toimeenpanopäätöksellä (EU) 

2015/546 

284 Teoli Mexican Speciality Foods 

Ltd.                                     

Townsend Farmhouse                      

2 High Street                                  

Rode                                               

Somerset                                       

BA11 6NZ 

Chia seed (Salvia hispanica L.) 

 

The ACNFP1 (UK) opinion on 

the substantial equivalence of 

Chia seed (Salvia hispanica L.)  

 

06 August 2015 10 August 

2015 

285 Olmuhle Fandler GmbH  

Pratis 1                                               

A-8225 Pollau                            

AUSTRIA 

 

Chia oil (Salvia hispanica) 

 

AGES6 (AT) Stellungnahme zum 

Antrag auf Notifikation von Chia 

oil (Salvia hispanica) der 

Olmuhle Fandler GmbH nach 

Art.5 der Novel Food VO (EG) 

258/97 

21 August 2015 27 August 

2015 

286 Mars Symbioscience                     

20425 Seneca Meadows  

Parkway                                          

Germantown                                    

MD 20876                                      

USA 

Low fat cocoa extract (Cocoa 

Via®) 

 

The FSAI11 (IRL) opinion on the 

substantial equivalence of low fat 

cocoa extract 

 

27 August 2015 07 September 

2015 

287 La Food s.r.o.                                

Kvitkovicka 1533                               

763 61 Napajedla                         

Chech Republic 

Chia seed (Salvia hispanica L.) eAgri23 (CZ) Tyto informace byly 

shledány dostatečnými pro 

posouzení podstatné shody 

posouzení podstatné shody semen 

chia (Salvia hispanica L.) se 

semeny chia, které již byly k 

uvedení na trh EU povoleny 

rozhodnutím Komise č. 

27 August 2015 04 September 

2015 



2009/827/ES a prováděcím 

rozhodnutí Komise č. 

2013/50/EU. 

288 Getreide Gutscher GmbH & 

Co KG                                                     

AT-3443                             

Sieghartskirchen Hauptplatz 1                                 

Austria 

Chia seed (Salvia hispanica) AGES6 (AT) Stellungnahme zum 

Antrag auf Notifikation von Chia 

seed (Salvia hispanica) der 

Getreide Gutscher GmbH & Co 

KG nach Art.5 der Novel Food 

VO (EG) 258/97 

21 August 2015 04 September 

2015 

289 Distribuidora Latinoandina 

S.L. 

Avda. Manoteras 38 

Bloque B 

Of. 408 

28050 Madrid 

Spain 

Chia seed (Salvia hispanica) AECOSAN10 (E) Informe 

referente a la solicitud de 

equivalencia sustancial de 

semillas de chía de Distribuidora 

Latinoandina S.L. con las 

semillas de chía autorizadas 

como ingrediente alimentario de 

acuerdo con el artículo 3 (4) del 

Reglamento 

(CE) № 258/97 del Parlamento 

Europeo y del Consejo, de 27 de 

enero de  1997, sobre nuevos 

alimentos y nuevos ingredientes 

alimentarios 

09 September 2015 30 September 

2015 

290 Soria Natural S.A.                          

Poligono La Sacea, no 1 42162  

Garray, Soria,                                               

Espana 

Chia seed (Salvia hispanica L.) AECOSAN10 (E) Informe 

referente a la solicitud de 

equivalencia sustancial de 

semillas de chía de Soria Natural 

S.A. con las semillas de chía 

autorizadas como ingrediente 

alimentario de acuerdo con el 

03 November 2015 11 November 

2015 



artículo 3 (4) del Reglamento 

(CE) № 258/97 del Parlamento 

Europeo y del Consejo, de 27 de 

enero de  1997, sobre nuevos 

alimentos y nuevos ingredientes 

alimentarios 

291 avior s.r.o.                                      

Krizkova 6                                             

811 04 Bratislava                            

Slovak Republic 

Chia seed (Salvia hispanica L.) eAgri23 (CZ) Tyto informace byly 

shledány dostatečnými pro 

posouzení podstatné shody 

posouzení podstatné shody semen 

chia (Salvia hispanica L.) se 

semeny chia, které již byly k 

uvedení na trh EU povoleny 

rozhodnutím Komise č. 

2009/827/ES a prováděcím 

rozhodnutí Komise č. 

2013/50/EU. 

03 November 2015 11 November 

2015 

292 Chia Corp Europe S.L.  

Calle Pradillo, 5 Bajo Ext. dcha.  

28002 Madrid                                     

Spain 

 

Chia seed (Salvia hispanica L.) MfFLoF7 confirmed that the 

Chia seeds is substantially 

equivalent to the Chia seeds 

authorised by Commission 

Implementing Decisions 

2009/827/EU and 2013/50/EU  

04 November 2015 18 November 

2015 

293 Enzymotec Ltd.  

P.O. Box 6 Migdal  

HaEmeq 23106     

Israel 

 

Lipid extract Antarctic krill 

(Euphasia superba) 

NFB8 (FIN) Opinion on the 

substantial equivalence of  Lipid 

extract Antarctic krill (Euphasia 

superba) 

27 August 2015 20 November 

2015 

294 Sun & Seed Ltd                                 

7 Ivor Street London                      

Chia seed (Salvia hispanica) 

 

The FSAI11 (IRL) opinion on the 

substantial equivalence of Chia 

30 November 2015 08 December 

2015 



NW1 9PL                                           

United Kingdom 

 

seed (Salvia hispanica) 

 

295 Logisticas Integrales S.A.  

Bolivia, 866                                      

San Miguel de Tucumán  

Argentina 

Chia seed (Salvia hispanica) 

 

AECOSAN10 (E) Informe 

referente a la solicitud de 

equivalencia sustancial de 

semillas de chía de Logisticas 

Integrales S.A. con las semillas 

de chía autorizadas como 

ingrediente alimentario de 

acuerdo con el artículo 3 (4) del 

Reglamento 

(CE) № 258/97 del Parlamento 

Europeo y del Consejo, de 27 de 

enero de  1997, sobre nuevos 

alimentos y nuevos ingredientes 

alimentarios 

18 November 2015 11 December 

2015 

296 Advantage Health Matters Inc. 

5787 Steeles Ave. 

West Toronto 

M9L 2W3, Ontario 

Canada 

 

Second warehouse 

2501 Broadway-Unit -2 

Cheektowaga, NY, 14227 

United States 

 

Sesajal S.A. DE C.V. 

Calle 22 #2332, Zona Industrial 

Chia seed (Salvia hispanica) The ACNFP1 (UK) opinion on 

the substantial equivalence of 

Chia seed (Salvia hispanica) 

09 November 2015 

 

 

22 September 2017 

the Commission 

was informed that 

the company 

included another 

warehouse in the 

USA and another 

authorised chia 

seeds supplier 

which is listed in 

21 January 

2016 

 

29 September 

2017 the 

change was 

notified 



44940, Guadalajara Jalisco 

Mexico 

the notification list 

with the numbers 

263 and 358 

297 R&S Pflanzenöle GmbH 

Daimlerstraβe 8 

D-71672 Marbach a.N.  

Germany 

Chia oil (Salvia hispanica) AGES6 (AT) Stellungnahme zum 

Antrag auf Notifikation von Chia 

oil (Salvia hispanica) der R&S 

Pflanzenöle GmbH nach Art.5 

der Novel Food VO (EG) 258/97 

04 January 2016 29 January 

2016 

298 CHiA BiRDS GmbH                          

Planet Lounge e.U. 

Waldeggstr. 94,  

4020 Linz 

Austria 

Chia seed (Salvia hispanica) AGES6 (AT) Stellungnahme zum 

Antrag auf Notifikation von Chia 

seed (Salvia hispanica) der CHiA 

BiRDS GmbH nach Art.5 der 

Novel Food VO (EG) 258/97 

12 January 2016 01 February 

2016 

299 JSC "Biocentras"                                 

V.A. Graičiūno g. 10                               

LT-02241 Vilnius                                   

Lithuania 

Beta-Glucans The FSAI11 (IRL) opinion on the 

substantial equivalence of Beta-

Glucans 

 

22 December 2015 21 January 

2016 

300 Negocios Europa Limited (UK) 

TA AgroBolivia                             

Cap Gen Commodity Trade and 

Business                                            

2 Windsor Court                                    

9-11 Ashley Road                                

Epsom KT18 5AQ                               

Surrey                                                     

United Kingdom 

Chia oil (Salvia hispanica) The FSAI11 (IRL) opinion on the 

substantial equivalence of Chia 

oil (Salvia hispanica) 

 

21 January 2016 27 January 

2016 

301 Davert GmbH                                       

Zur Davert 7                                         

59387 Ascheberg  

Deutschland / Germany 

Chia seed (Salvia hispanica L.) BVL4 (D) Stellungnahme über 

die Frage der wesentlichen 

Gleichwertigkeit gemäß Artikel 3 

Absatz 4 der Verordnung (EG) 

21 January 2016 08 February 

2016 



Nr. 258/97 über neuartige 

Lebensmittel und neuartige 

Lebensmittelzutaten von 

"Chiasamen (Salvia hispanica 

L.)" 

302 Original Chia: 

1) Original Chia ApS and 

2) Original Chia Wholesale 

ApS 

 

Jyllandsgade 30 

6400 Sønderborg 

Denmark 

Chia seed (Salvia hispanica) MfFLoF7 confirmed that the 

Chia seeds is substantially 

equivalent to the Chia seeds 

authorised in fruit juices and fruit 

blends by the Food Safety 

Authority of Ireland (the letter of 

18 September 2015) 

03 February 2016 05 February 

2016 

303 Mercadero 

Agro Business Park 78 

6708 PW Wageningen 

The Netherlands 

 

on behalf of 

 

GCP Import & Export S.R.L. 

Barrio Sirari Calle Los 

Flamboyanes  119 

Santa Cruz de La Sierra  

Bolivia 

Chia seed (Salvia hispanica) BNV16 (NL) Chiazaad (5): 

Beoordeling van wezenlijke 

gelijkwaardigheid bij een 

kennisgeving (notificatie) 

volgens de Europese verordening 

258/97 betreffende nieuwe 

voedingsmiddelen en nieuwe 

voedselingrediënten 

26 January 2016 05 February 

2016 

304 ANDEAN GRAIN 

PRODUCTS LTD.                                                            

International House                              

124 Cromwell Road                                 

London SW7 4ET                                       

Chia oil (Salvia hispanica) The FSAI11 (IRL) opinion on the 

substantial equivalence of Chia 

oil (Salvia hispanica) 

 

04 February 2016 05 February 

2016 



United Kingdom 

305 Gleiss Lutz Hootz Hirsch 

PartmbB                                                

Karl-Scharnagl-Ring 6                      

80539 Munich                                    

Germany 

 

on behalf of 

 

Naturkost Übelhör GmbH & 

Co. KG 

Friesenhofen-Bahnhof 23-25 

88299 Leutkirch-Friesenhofen                                   

Germany 

Chia oil (Salvia hispanica) BVL4 (D) Stellungnahme über 

die Frage der wesentlichen 

Gleichwertigkeit gemäß Artikel 3 

Absatz 4 der Verordnung (EG) 

Nr. 258/97 über neuartige 

Lebensmittel und neuartige 

Lebensmittelzutaten von " Chia 

Öl (Salvia hispanica)" 

18 January 2016 05 February 

2016 

306 Bureau Pauwels B.V. 

Laag Zand 2 

4823 HX Breda 

The Netherlands 

 

on behalf of  

 

Mardan B.V. 

Rotterdam 

The Netherlands 

Chia seed (Salvia hispanica) BNV16 (NL) Chiazaad (5): 

Beoordeling van wezenlijke 

gelijkwaardigheid bij een 

kennisgeving (notificatie) 

volgens de Europese verordening 

258/97 betreffende nieuwe 

voedingsmiddelen en nieuwe 

voedselingrediënten 

26 January 2016 09 February 

2016 

307 Skånemejerier AB 

Skånemejerier, 205 03 

MALMÖ                                      

Sweden 

Chia seed in fruit juice Livsmedelsverket (NFA15) har 

granskat Skånemejeriers AB 

(Org.nr. 556120-5245) 

handlingar och finner att ansökan 

uppfyller kraven om lika 

överensstämmelse i artikel 3.4 i 

10 February 2016 15 February 

2016 



Europaparlamentets och rådets 

förordning (EG) nr 258/97 av den 

27 januari 1997 om nya 

livsmedel och nya 

livsmedelsingredienser 

308 Healy Group                                           

HCL House, Second Avenue 

Cookstown Industrial Estate 

Tallaght, Dublin 24  

Ireland 

Glucosamine HCL The FSAI11 (IRL) opinion on the 

substantial equivalence of 

Glucosamine HCL  

17 February 2016 29 February 

2016 

309 Gabriela Szotkowská                                           

Dukelská 757                                         

739 61 Třinec                                      

Česká republika 

Chia seed (Salvia hispanica L.) The Eagri23 (CZ)opinion on the 

substantial equivalence of Chia 

seed 

18 February 2016 24 February 

2016 

310 Schreiber Foods España, SL 

Carretera Ocana Cuenca  N400 

KM 57300                              

45350 Noblejas (Toledo)  

España 

Fermented milk with added 

phytosterol/phytosterol esters 

AECOSAN10 (E) opinion on the 

substantial equivalence of 

Fermented milk with added 

phytosterol/phytosterol esters 

22 February 2016 29 February 

2016 

311 ARMOR PROTEINES S.A.S  

19,bis rue de La Liberation  

35460 Saint-Brice en Cogles  

France 

Bovine lactoferrin 

(Vitalarmor® LACTOFERRIN) 

The FSAI11 (IRL) opinion on the 

substantial equivalence of Bovine 

lactoferrin (Vitalarmor® 

LACTOFERRIN) 

29 February 2016 11 March 2016 

312 MATAHI COMPANY                            

2 Place Pierre Viala                            

Building 2                                             

34000 Montpellier                          

France 

Boabab fruit pulp The DGCCRF14 (F) a émis l'avis 

que la pulpe de fruit de Baobab 

est substantiellement 

équivalente à la pulpe de fruit de 

Baobab déjà autorisée en 

Décision ď Exécution de la 

Commission 2008/575/CE 

22 February 2016 11 March 2016 



313 Warrnambool Cheese & 

Butter Factory Company 

Holdings Ltd.                                       

5331 Great Ocean Road 

Allansford Victoria 3277  

Australia 

Bovine lactoferrin The FSAI11 (IRL) opinion on the 

substantial equivalence of Bovine 

lactoferrin  

07 March 2016 11 March 2016 

314 Getreide Gutscher GmbH & 

Co KG                                                     

AT-3443                             

Sieghartskirchen Hauptplatz 1                                                         

Austria 

Chia seed in fruit juice AGES6 (AT) Stellungnahme zum 

Antrag auf Notifikation von Chia 

seed (Salvia hispanica) der 

Getreide Gutscher GmbH & Co 

KG                                                  

nach Art.5 der Novel Food VO 

(EG) 258/97 

26 February 2016 15 March 2016 

315 CORPEI                                                    

Centro de Convenciones Simon 

Bolivar                                      

Antiguo Aeropuerto-Guayaquil                                           

Ecuador 

Sacha inchi virgin oil The FSAI11 (IRL) opinion on the 

substantial equivalence of Sacha 

inchi virgin oil 

15 March 2015 23 March 2016 

316 Vitavitee GmbH                                 

Bleichstraβe 37                                     

38895 Blackenburg OT 

Derenburg                                           

Germany 

Chia seed (Salvia hispanica L.) BNV16 (NL) Chiazaad (5): 

Beoordeling van wezenlijke 

gelijkwaardigheid bij een 

kennisgeving (notificatie) 

volgens de Europese verordening 

258/97 betreffende nieuwe 

voedingsmiddelen en nieuwe 

voedselingrediënten 

17 March 2016 12 April 2016 

317 Delphi Organic GmbH                    

Martin-Luther-King                         

Weg 42-44                                                      

D-48155 Munster 

Chia seed (Salvia hispanica L.) BNV16 (NL) Chiazaad (5): 

Beoordeling van wezenlijke 

gelijkwaardigheid bij een 

kennisgeving (notificatie) 

22 March 2016 12 April 2016 



Germany volgens de Europese verordening 

258/97 betreffende nieuwe 

voedingsmiddelen en nieuwe 

voedselingrediënten 

318 Lartirigoyen y Cía. S.A. 

Víctor del Carril 72 

Catriló, La Pampa 

L6330ATB Argentina 

Chia seed (Salvia hispanica) AECOSAN10 (E) Informe 

referente a la solicitud de 

equivalencia sustancial de 

semillas de chía de Lartirigoyen y 

Cía. S.A. con las semillas de chía 

autorizadas como ingrediente 

alimentario de acuerdo con el 

artículo 3 (4) del Reglamento 

(CE) № 258/97 del Parlamento 

Europeo y del Consejo, de 27 de 

enero de  1997, sobre nuevos 

alimentos y nuevos ingredientes 

alimentarios 

08 March 2016 12 April 2016 

319 PEDON S.p.A. 

Via del Progresso 32 

36060 Molvena (VI) 

Italy 

Chia seed (Salvia hispanica) DSPVNSA13(IT) si informa che 

sulla base dei dati presentati, la 

sostanziale equivalenza pou' 

essere attestata, nei modo in base 

al Regolamento (CE) 258/97 

05 April 2016 13 April 2016 

320 PANAM Semences 

Domaine les Grezes 

544 Route de Villebrumier 

31340 Villemur sur Tarn 

France 

Chia seed (Salvia hispanica L.) The DGCCRF14 (F) a émis l'avis 

les graines de Chia sont 

substantiellement 

équivalente à les graines de Chia 

déjà autorisée en Décisions d' 

Exécution de la Commission 

2009/827/CE et 2013/50/UE 

29 March 2016 14 April 2016 

321 Roeper GmbH Chia seed (Salvia hispanica L.) BNV16 (NL) Chiazaad (5): 30 March 2016 15 April 2016 



Hans-Duncker-Str. 13 

D-21035 Hamburg 

Germany 

Beoordeling van wezenlijke 

gelijkwaardigheid bij een 

kennisgeving (notificatie) 

volgens de Europese verordening 

258/97 betreffende nieuwe 

voedingsmiddelen en nieuwe 

voedselingrediënten 

322 Analyze & realize GmbH 

Waldseeweg 6 

13467 Berlin 

Germany   

                                                 

on behalf of        

                                 

Aquapharm Health & 

Nutrition GmbH 

Hindenburgstr. 44 

82343 Pöcking 

Germany 

Isomalto-oligosaccharide 

(ImoSweet™) 

The FSAI11 (IRL) opinion on the 

substantial equivalence of 

Isomalto-oligosaccharide 

(ImoSweet™) 

12 April 2016 15 April 2016 

323 Terrafertil UK Ltd 

13 Dorset Street 

Flat 6, London 

W1U 6 QT 

United Kingdom 

Chia seed (Salvia hispanica L.) The FSAI11 (IRL) opinion on the 

substantial equivalence of Chia 

oil (Salvia hispanica L.) 

 

29 March 2016 15 April 2016 

324 Food Compliance 

International  

PTE. LTD. 

20 Cecil Street #14-01 

Equity Plaza 

0497051 Singapore 

Lactoferrin The FSAI11 (IRL) opinion on the 

substantial equivalence of Bovine 

lactoferrin 

04 April 2016 15 April 2016 



 

on behalf of 

 

Tatura Milk Industries 

Limited 

236 Hogan street 

Tatura 3616 Vic 

Australia 

325 McCarter a.s. 

Bajkalská 25 

821 05 Bratislava 2 

Slovak Republic 

Chia seed (Salvia hispanica) Úrad verejného zdravotníctva 

SR (SK)24 opinion on the 

substantial equivalence Chia seed 

(Salvia hispanica) 

08 April 2016 15 April 2016 

326 Sinerggia Macanuda S.L. 

Pompeu Fabra 4, 2° 1a  

08860 Castelldefels, Barcelona 

Spain 

Chia seed (Salvia hispanica) AECOSAN10 (E) Informe 

referente a la solicitud de 

equivalencia sustancial de 

semillas de chía de Sinerggia 

Macanuda S.L. con las semillas 

de chía autorizadas como 

ingrediente alimentario de 

acuerdo con el artículo 3 (4) del 

Reglamento 

(CE) No 258/97 del Parlamento 

Europeo y del Consejo, de 27 de 

enero de  1997, sobre nuevos 

alimentos y nuevos ingredientes 

alimentarios 

21 March 2016 20 April 2016 

328 Chias Brothers Europe sp.zo.o. 

5 Hodowlana Street 

61-680 Poznan 

Poland 

Chia seed (Salvia hispanica) The FSAI11 (IRL) opinion on the 

substantial equivalence of Chia 

seed (Salvia hispanica) 

26 April 2016 28 April 2016 



329 HEALTH LINK s.r.o. 

Holicka 1173/49a 

779 00 Olomouc 

Czech Republic 

Chia seed (Salvia hispanica L.) eAgri23 (CZ) Tyto informace byly 

shledány dostatečnými pro 

posouzení podstatné shody 

posouzení podstatné shody semen 

chia (Salvia hispanica L.) se 

semeny chia, které již byly k 

uvedení na trh EU povoleny 

rozhodnutím Komise č. 

2009/827/ES a prováděcím 

rozhodnutí Komise č. 

2013/50/EU. 

27 April 2016 28 April 2016 

330 RDA Scientific Consultants 

GmbH 

Dachauer Str. 4 

D-80335 München 

Germany 

 

On behalf of  

 

VM Trading GmbH 

Industriestr. 10 

D-91637 Wörnitz 

Germany 

Chia oil (Salvia hispanica L.) BVL4 (D) Stellungnahme über 

die Frage der wesentlichen 

Gleichwertigkeit gemäß Artikel 3 

Absatz 4 der Verordnung (EG) 

Nr. 258/97 über neuartige 

Lebensmittel und neuartige 

Lebensmittelzutaten von " Chia 

Öl (Salvia hispanica)" 

30 March 2016 02 May 2016 

331 Top Health Ingredients Inc. 

10045-81 Ave, NW 

Edmonton, AB 

T6E 1W7 

Canada 

Isomalto-oligosaccharide 

(AdvantaFiberTM) 

The FSAI11 (IRL) opinion on the 

substantial equivalence of 

Isomalto-oligosaccharide 

(AdvantaFiberTM) 

26 April 2016 02 May 2016 

332 BASF SE Human Nutrition, 

ENS/HR 

Plant sterol esters (Vegapure® 

95 E)  

BVL4 (D) Stellungnahme über 

die Frage der wesentlichen 

14 April 2016 02 May 2016 

 



Carl-Bosch-Strasse 38              

67056 Ludwigshafen 

Germany 

 

Corrigendum 

Gleichwertigkeit gemäß Artikel 3 

Absatz 4 der Verordnung (EG) 

Nr. 258/97 über neuartige 

Lebensmittel und neuartige 

Lebensmittelzutaten von " Plant 

sterol esters (Vegapure® 95 E)" 

 

 

 

28 July 2016 

333 Ing. Bohumil KRATOCHVÍL 

- IBK TRADE 

Dolanská 7/337 

161 00 Praha 6 

Česká republika 

Chia seed (Salvia hispanica L.) eAgri23 (CZ) Tyto informace byly 

shledány dostatečnými pro 

posouzení podstatné shody 

posouzení podstatné shody semen 

chia (Salvia hispanica L.) se 

semeny chia, které již byly k 

uvedení na trh EU povoleny 

rozhodnutím Komise č. 

2009/827/ES a prováděcím 

rozhodnutí Komise č. 

2013/50/EU. 

12 May 2016 13 May 2016 

334 Biona Vertriebs- und Handels 

GmbH & Co. KG 

Ludwig-Ganghoferstr. 33 1/2 

D-83471 Berchtesgaden 

Germany 

Chia seed (Salvia hispanica L.) AGES6 (AT) Stellungnahme zum 

Antrag auf Notifikation von Chia 

seed (Salvia hispanica) der CHiA 

BiRDS GmbH nach Art.5 der 

Novel Food VO (EG) 258/97 

10 May 2016 23 May 2016 

335 Crescendo Organic & Natural 

Products BV 

Stuurmankade 326 

1019 WE Amsterdam 

The Netherlands 

Chia seed (Salvia hispanica) The ACNFP1 (UK) opinion on 

the substantial equivalence of 

Chia seed (Salvia hispanica )  

 

23 May 2016 26 May 2016 

336 Health Seeds AG 

Mühlematthof 11 

CH-5706 Boniswil 

Chia seed (Salvia hispanica) The FSAI11 (IRL) opinion on the 

substantial equivalence of Chia 

seed (Salvia hispanica ) 

25 May 2016 26 May 2016 



Switzerland 

337 Unicorn Ingredients Limited 

First Floor 

4-6 South Street 

EPSOM 

Surrey 

KT18 7PF 

United Kingdom 

Chia seed (Salvia hispanica L.) The FSAI11 (IRL) opinion on the 

substantial equivalence of Chia 

seed (Salvia hispanica ) 

30 May 2016 03 June 2016 

338 SARL Organic Picaflor 

27 avenue des Noés 

44380 Pornichet 

France 

Chia seed (Salvia hispanica L.) The DGCCFR (F) opinion on the 

substantial equivalence of Chia 

seeds 

27 May 2016  

 

17 June 2016 

339 Glycom A/S 

Diplomvej 373 

2800 Kgs. Lyngby 

Denmark 

2’-O-fucosyllactose (2’FL) The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 2’-O-

fucosyllactose  

10 June 2016  22 June 2016 

340 Corporación Kunachia S.A. 

Calle Grecia N32-112 y La 

Granja 

Edificio Wynne, piso 4 

Quito 

Ecuador 

Chia seed (Salvia hispanica L.) The Agencia española de 

consumo, seguridad alimentaria y 

nutrición (AECOSAN) opinion 

on the substantial equivalence of 

Chia seed (Salvia hispanica) 

14 June 2016  13 July 2016 

341 Nestec Ltd 

Nestle Nutrition 

Rue Entre-deux-Villes 10 

Case Postale 352 

CH-1800, Vevey 

Switzerland 

Galacto-oligosaccharide (GOS) The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

galacto-oligosaccharide (GOS) 

15 June 2016 20 June 2016 



342 Baobab Foods LLC 

365 118th Ave. SE 

Suite 100, Bellevue   

WA 98005 USA 

Baobab (Adansonia digitata) 

dried fruit pulp 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

Baobab (Adansonia digitata) 

dried fruit pulp 

15 June 2016 20 June 2016 

343 CARE Naturkost GmbH & 

Co. KG 

Am Markt 9, 27419 Sittensen  

Germany 

Chia seed (Salvia hispanica L.) The Federal Office of Consumer 

Protection and Food Safety 

(BVL) opinion on the substantial 

equivalence of chia seeds 

27 May 2016 20 June 2016 

344 SARL Organic Picaflor 

27 avenue des Noés 

44380 Pornichet 

France  

Sacha inchi Oil (Plukenetia 

Volubilis L.) 

The DGCCFR (F) opinion on the 

substantial equivalence of Sacha 

inchi oil with the linseed oil as 

evaluated by FSAI. 

10 June 2016 22 June 2016 

345 Oy Medfiles Ltd  

Volttikatu 5  

P.O. Box 1450  

70701 Kuopio  

Finland                                            

on behalf of                                   

Rimfrost New Zealand  

20 Oxfrod St 

Richmond 7020, Nelson 

New Zealand 

Rimfrost sublime (NZ) lipid 

extract 

EVIRA (FI) opinion on the 

substantial equivalence to lipid 

extract authorised by 

Commission Decision 

2009/752/EC and (EU) 2016/598 

21 June 2016 13 July 2016 

346 Hernán Alfonso Lobo 

Calle Badajoz, 13 

47320 Tudela de Duero 

(Valladolid) 

España 

Chia seed (Salvia hispanica L.) The Agencia española de 

consumo, seguridad alimentaria y 

nutrición (AECOSAN) opinion 

on the substantial equivalence of 

Chia seed (Salvia hispanica) 

8 June 2016 

 

18 July 2016 



347 Starlight Products 

129 chemin de Croisset-BP 4026 

76021 Rouen Cedex 03 

France 

Baobab (Adansonia digitata) 

dried fruit pulp 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

Baobab (Adansonia digitata) 

dried fruit pulp 

29 June 2016 18 July 2016 

348 All Organic Trading GmbH,  

Heisinger Strasse 45,  

87437 Kempten 

Germany 

Chia oil (Salvia hispanica L.) The Federal Office of Consumer 

Protection and Food Safety 

(BVL) opinion on the substantial 

equivalence of chia oil 

22 June 2016 15 July 2016 

349 Friya GmbH 

Schubertring 8 

1010 Vienna 

Austria 

Basil seed (Ocimum basilicum) The Austrian Agency for Health 

and Food Safety (AGES) opinion 

on the substantial equivalence of 

Basil seed to chia seed in fruit 

juice and fruit blends 

23 June 2016 24 June 2016 

350 Energanic 

Portarlington, Laois, 

Ireland 

 

Chia seed (Salvia hispanica L.) The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of chia 

seeds 

19 July 2016 20 July 2016 

351 Stemtech France  

8 Rue Ampère, 

67720 Hoerdt, France 

Leaves of Aloe macroclada 

Baker 

The Food Safety Authority of 

Ireland (FSAI) has concluded that 

the powdered gel extracted 

derived from the leaves of Aloe 

macroclada Baker is substantially 

equivalent to the same gel 

derived from Aloe vera (L.) 

Burm. leaves and used in food 

supplements 

20 July 2016 3 August 2016 



352 Daesang Corp. 

26, Cheonho-daero 

Dongdaemun-gu 

Seoul 130-706 

South Korea 

DHA-rich oil from the 

microalgae Schizochytrium 

FSA (UK) opinion on the 

substantial equivalence of DHA-

rich oil from the microalgae 

Schizochytrium 

25 July 2016 2 August 2016 

353 Gustav Heess GmbH 

Mollenbachstrasse 29 

D-71229 Leonberg 

Germany 

Chia oil (Salvia hispanica L.) The Federal Office of Consumer 

Protection and Food Safety 

(BVL) opinion on the substantial 

equivalence of chia oil 

19 July 2016 5 August 2016 

354 Ancient Grains 

Friedbert Flaming 

Windshofener Str. 4 

91589 Aurach 

Germany 

Chia seed (Salvia hispanica L.) The Federal Office of Consumer 

Protection and Food Safety 

(BVL) opinion on the substantial 

equivalence of chia seeds 

28 July 2016 19 August 

2016  

355 Bio Planete 

Ölmühle Moog GmbH, 

Klappendorf 2, D-O1623 

Lommatzsch, 

Germany 

Chia oil (Salvia hispanica L.) The Federal Office of Consumer 

Protection and Food Safety 

(BVL) opinion on the substantial 

equivalence of chia oil 

1 August 2016 10 August 

2016 

356 Kupanda Ltd 

12 Esperidon Street, 

4th Floor  

Nicosia 1087  

Cyprus 

Boabab fruit (Adansonia 

digitata) pulp 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

Baobab (Adansonia digitata) 

dried fruit pulp 

 

17 August 2016 24 August 

2016 

357 Valensa International  

2751 Nutra Lane  

Eustis, FL 32726 

USA 

Chia oil (Salvia hispanica L) 

 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of Chia 

oil (Salvia hispanica L) 

27 June 2016 29 June 2016 



358 Chosen Agrifoods Bolivia SRL 

Av. Barrientos 409 

Edificio Urbarí 2, Piso 1, Dpto 6, 

Santa Cruz 

Bolivia 

 

Sesajal S.A. DE C.V. 

Calle 22 #2332, Zona Industrial 

44940, Guadalajara Jalisco 

Mexico 

 

Agregare B.V. 

Accraweg 39, 1047 HJ, 

Amsterdam 

Netherlands 

Chia seed (Salvia hispanica L.) The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of chia 

seeds 

24 August 2016 6 September 

2016 

359 Glycom A/S 

Diplomvej 373 

2800 Kgs. Lyngby 

Denmark 

 

Lacto-N-neotetraose (LNnT) The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of Lacto-

N-neotetraose (LNnT) produced 

by fermentation as substantially 

equivalent to chemically 

synthesised LNnT 

1 September 2016 13 September 

2016 

360 AcanChia UG&Co.KG 

Vilstalstrasse 88 

92245 Kuemmersbruck 

Germany 

Chia oil (Salvia hispanica) FSAI (IRL) opinion on the 

substantial equivalence of  Chia 

oil (Salvia hispanica) 

6 September 2016 20 September 

2016 

361 Brahmavitta SL 

Camino de la Asomada, Atogo, 

38.617 Granadilla de Abona, 

Tenerife, 

Noni juice (juice of the fruits of 

Morinda citirfolia) 

Agencia española de consumo, 

seguridad alimentaria y nutrición 

(AECOSAN): Informe referente a 

la solicitud de equivalencia 

1 September 2016 03 October 

2016 



Spain 

 

 

 

 

 

 

 

 

sustancial del zumo de noni 

(Morínda citrifolia) de 

Brahmavitta SL con el zumo de 

noni autorizado como nuevo 

alimento, de acuerdo con el 

artículo 3 (4) del Reglamento 

(CE) № 258/97 del Parlamento 

Europeo y del Consejo, de 27 de 

enero de 1997, sobre nuevos 

alimentos y nuevos ingredientes 

Alimentarios 

362 Smart Organic AD 

28 Banat Street 

1407 Sofia 

Bulgaria 

Chia seeds (Salvia hispanica L) The Bulgarian Ministry of Health 

opinion opinion on the 

substantial equivalence of Chia 

seeds 

10 June 2016 30 September 

2016 

363 Obchody Milota s.r.o. 

Hlavní třída 679 

720 00 Ostrava 

Czech Republic 

Identification number: 28582144 

 

and 

 

Grade Gabe s.r.o. 

Lyžbice 138 

739 61 Třinec 

Czech Republic 

Identification number: 05108551 

Chia seeds (Salvia hispanica L) The Czech Ministry of 

Agriculture, Food Safety 

Department (CZ) opinion on the 

substantial equivalence of Chia 

seeds 

27 september 2016 11 October 

2016 



364 Naturkost Übelhör GmbH & 

Co. KG 

88299 Leutkirch-Friesenhofen 

Germany 

Chia seeds (Salvia hispanica L) The German Federal Office of 

Consumer Protection and Food 

Safety (BVL) opinion on the 

substantial equivalence of Chia 

seeds to be used in 'fruit juice and 

fruit juice blends' 

28 September 2016 24 October 

2016 

365 IMCD Sweden AB  

Krossverksgatan 32  

SE-216 16 Malmö  

Sweden 

 

on behalf of 

 

Baolingbao Biology Co Ltd 

No 1, Dongwaihuan Road, Hi-

Tech Development Zone 

Yucheng Shandong 

China  

Isomalto-oligosaccharide The Danish Veterinary and Food 

Administration (DVFA) opinion 

on the substantial equivalence of 

isomalto-oligosaccharide 

14 October 2016 24 October 

2016 

366 EDVARK SIA/Ltd (trade 

mark Royal Berry) 

Kaivas street 50 

Riga 

Latvia 

Chia seeds (Salvia hispanica L) The Food and Veterinary Service 

(FVS) of Latvian Republic 

opinion on the substantial 

equivalence on Chia seeds to be 

used in beverages 

18 October 2016 28 October 

2016 

367 Aker BioMarine Antarctic AS 

Oksenøyveien 10 

P.O. Box 496 

NO-1327 Lysaker 

Norway 

Lipid extract from Antarctic 

krill (Euphausia superba) 

The Finnish Food Safety 

Authority EVIRA opinion on the 

substantial equivalence of krill oil 

01 November 2016 08 November 

2016 

368 DF International B.V. 

Westkade 20 

Chia seeds (Salvia hispanica L) The Bureau Nieuwe 

Voedingsmiddelen (BNV) 

7 November 2016 17 November 

2016 



4551 BV Sas van Gent 

The Netherlands" 

opinion on the substantial 

equivalence of Chia seeds 

369 Nutrartis S.A 

Av. P. Frei Montalva 6000, 

Quilicura, 

Santiago, 8320000, 

Chile 

Water dispersible plant sterols 

“NDS N”, “NDS PH” and 

“NDS LP” 

The Finnish Food Safety 

Authority EVIRA opinion on the 

substantial equivalence of water 

dispersible plant sterols “NDS 

N”, “NDS PH” and 

“NDS LP 

8 November 2016 15 November 

2016 

370 HerbNordPol Gdansk 

ul. Obrońców Westerplatte 28, 

GDAŃSK 

Poland" 

Chia seeds (Salvia Hispanica 

L.) 

The Polish food assessment body, 

National Food and Nutrition 

institute opinion on the 

substantial equivalence of Chia 

seeds 

9 November 2016 29 November 

2016 

371 InnoBio Ltd. 

No. 49, DDA, Dalian 

P.R. China 

Astaxanthin Oleoresin 

(InnoBio®) 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

InnoBio Astaxanthin Oeloresin 

10 November 2016 17 November 

2016 

372 NovoSana (Europe) B.V. 

Pampuslaan 132 

1382 JR Weesp 

The Netherlands 

DHA-rich algal oil BNV16 (NL) opinion 

Docosahexaenoic acid rich algal 

oil: Beoordeling van wezenlijke 

gelijkwaardigheid bij een 

kennisgeving (notificatie) 

volgens de Europese verordening 

258/97 betreffende nieuwe 

voedingsmiddelen en nieuwe 

voedseiingrediënten 

10 November 2016 29 November 

2016 

373 Herba Rice Mills. SLU.  

Calle Real, 43 

41920 San Juan de Aznalfarache 

(Seville) 

Chia seeds (Salvia Hispanica 

L.) 

Agencia española de consumo, 

seguridad alimentaria y nutrición 

(AECOSAN): opinion on the 

substantial equivalence of Chia 

4 November 2016 29 November 

2016 



Spain seeds 

374 Beijing Gingko Group Room 

1706, Tower A, Building 1 

Tianzuo International Center 

No. 12 Zhongguancun South 

Avenue 

Haidian District 

Beijing, 100081 

China 

Astaxanthin-rich 

oleoresin (AstaZine®)" 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

Astaxanthin-rich 

oleoresin 

23 November 2016 29 November 

2016 

375 NOYE AB 

Reg. No 559014-8879 

Attn. Erik N'doye 

Solna 

Sweden" 

Chia seeds (Salvia Hispanica 

L.) in fruit juices 

The Swedish National Food 

Agency opinion on the 

substantial equivalence of Chia 

seeds in fruit juice 

28 November 2016 13 December 

2016 

376 Alpacasa 

Emeterio Miranda 808 esq. 

Manuel Frutos 

Asunción - Paraguay 

Chia seeds (Salvia Hispanica 

L.) 

Agencia española de consumo, 

seguridad alimentaria y nutrición 

(AECOSAN) opinion on the 

substantial equivalence of Chia 

seeds 

5 December 2016 16 December 

2016 

377 Original Chia Import ApS 

Jyllandsgade 30 

6400 Sønderborg 

Denmark 

 

Original Chia Wholesale ApS 

Jyllandsgade 30 

6400 Sønderborg 

Chia seeds (Salvia Hispanica 

L.) 

The Danish Veterinary and Food 

Administration (DVFA) opinion 

on the substantial equivalence of 

Chia seeds (Salvia hispanica) 

22 December 2016 17 January 

2017 



Denmark 

378 Delphi Organic GmbH 

Martin-Luther-King-Weg 42 

48155 Münster 

Germany 

Chia seeds (Salvia Hispanica 

L.) in fruit juice and fruit juice 

blends 

BVL4 (D) The Federal Office of 

Consumer Protection and Food 

Safety (BVL) opinion on the 

substantial equivalence of Chia 

seed (Salvia hispanica L.) 

2 January 2017 19 January 

2017 

379 Mara Renewables Corporation 

101 Research Drive 

Dartmouth, Nova Scotia 

Canada B2Y 4T6 

DHA-rich algal oil The Food Safety Authority of 

Ireland (FSAI) opinion on the 

DHA-rich algal oil from 

Schizochytrium T18 

10 January 2017 17 January 

2017 

380 Ziegler & Co. GmbH 

Dr. Heinrich-Hohenner Str. 4  

D-95632 Wunsiedel  

Germany 

Chia seeds (Salvia Hispanica 

L.) 

BVL4 (D) The Federal Office of 

Consumer Protection and Food 

Safety (BVL) opinion on the 

substantial equivalence of Chia 

seeds (Salvia hispanica L.) 

16 January 2017 01 February 

2017 

381 Neptune Wellness Solutions 

545 Promenade du Centropolis, 

Bureau 100 

Suite 100 Laval, Quebec, 

Canada H7T OA3 

Lipid Extract from Antarctic 

Krill (Euphausia Superba) 

The Finnish Food Safety 

Authority (EVIRA) opinion on 

the substantial equivalence of 

lipid extract from Antarctic Krill 

(Euphausia Superba) 

16 January 2017 26 January 

2017 



382 The TATUA Co-operative 

Dairy Company Limited 

3434 State Highway 26, 

Tatuanui, Morrinsville 3374 

Private Bag 800, Morrinsville 

3340 

New Zealand 

Bovine lactoferrin The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of bovine 

lactoferrin 

19 January 2017 26 January 

2017 

383 TERRANOVA COUNTRY SL 

Alcalá 157, 2o E 

28009, Madrid,  

Spain 

Chia seeds (Salvia Hispanica 

L.) 

Spanish Agency for Consumer 

Affairs, Food Safety and 

Nutrition (AECOSAN) opinion 

on the substantial equivalence of 

Chia seeds (Salvia hispanica L.) 

06 February 2017 02 March 2017 

384 DE CARE GROUP SPOŁKA, 

z o.o. i wspolnicy Sp. 

Komandytowa 

Pieńkow 147 A 

05- 152 Czosnow 

Poland 

Chia seeds (Salvia Hispanica 

L.) 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of Chia 

seeds (Salvia hispanica L.) 

10 February 2017 06 March 2017 

385 Beijing Gingko Group 

Biological Technology Co., 

Ltd. 

Room 1706, Tower A, Building 

1 Tianzuo International Center 

No. 12 Zhongguancun South 

Avenue Haidian District, 

Beijing, 100081 China 

Astaxanthin - rich oleoresin 

from Haematococcus pluvialis 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

Astaxanthin - rich oleoresin from 

Haematococcus pluvialis 

22 December 2016 02 March 2017 



386 Bioresco Ltd. 

Bundesstrasse 29 

CH-4054 Basel 

Germany 

 

on behalf of  

 

Sungen Bioscience C6, Ltd. 

Sungen Bioscience Park 

Shantou F.T.Z 

China 

Vitamin K2 The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

vitamin K2 

17 March 2017 24 March 2017 

387 Bioresco Ltd. 

Bundesstrasse 29 

CH-4054 Basel 

Germany 

 

on behalf of  

 

Dr. Paul Lohmann GmbH 

Hauptstrasse 2 

31860-Emmerthal 

Germany 

Magnesium citrate malate The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

magnesium citrate malate 

17 March 2017 24 March 2017 

388 Bioresco Ltd. 

Bundesstrasse 29 

CH-4054 Basel 

Germany 

 

on behalf of  

 

DSM Food Specialties B.V. 

Repeseed protein The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

rapeseed protein 

20 March 2017 27 March 2017 



Alexander Fleminglaan 1 

NL-2613 AX Delft/Netherlands 

389 AGRISOS SRL 

Carretera Montero-Saavedra 

Nro. S/N 

Ofic,: S/N Parque Industrial de 

Montero (M-9) 

Santa Cruz 

Bolivia 

Chia oil (Salvia Hispanica) DGCCRF14 (F) opinion on the 

substantial equivalence of the 

chia oil 

28 March 2017 05 April 2017 

390 Henry Lamotte Oils GmbH 

Merkurstrasse 47 

28197 Bremen 

Germany 

Chia oil (Salvia Hispanica) BVL4 (D) The Federal Office of 

Consumer Protection and Food 

Safety opinion on the substantial 

equivalence of chia oil 

28 March 2017 07 April 2017 

391 Kyowa Hakko Bio Co., Ltd. 

1-9-2, Otemachi, Chiyoda-ku  

Tokyo,  

100-0004 

Japan 

L-Alanyl-L-Glutamine The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of L-

Alanyl-L-Glutamine 

24 March 2017 06 April 2017 

392 AGRISOS SRL 

Carretera Montero-Saavedra 

Nro. S/N 

Ofic,: S/N Parque Industrial de 

Montero (M-9) 

Santa Cruz 

Bolivia 

Chia seeds (Salvia Hispanica 

L.) 

DGCCRF14 (F) opinion on the 

substantial equivalence of Chia 

seeds (Salvia hispanica L.) 

05 April 2017 25 April 2017 

393 Algalif Iceland ehf.  

Bogatrod 10 

235 Reykjanesbaer  

Iceland 

Astaxanthin-rich Oleoresin 

extracted from Haematococcus 

pluvialis 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

Astaxanthin-rich Oleoresin 

19 April 2017 25 April 2017 



extracted from Haematococcus 

pluvialis 

394 Fruity - Line B.V. 

Irma de Kleijne 

Cuneraweg 9 

4051 CE Ochten 

Netherlands 

Chia seeds (Salvia Hispanica 

L.) 

The Food Safety Authority of 

Netherlands opinion on the 

substantial equivalence of Chia 

seeds (Salvia hispanica L.) 

05 April 2017 25 April 2017 

395 Productos Goya Native S.L  

Avenida de la Constitución 115  

Polígono Industrial Monte Boyal  

45950 Casarrubios del Monte  

Toledo 

Spain 

Chia seeds (Salvia Hispanica 

L.) 

Spanish Agency for Consumer 

Affairs, Food Safety and 

Nutrition (AECOSAN) opinion 

on the substantial equivalence of 

Chia seeds (Salvia hispanica L.) 

27 April 2017 08 June 2017 

396 CJ CHEILJEDANG 

CORPORATION 

Life ingredient & material 

research institute 

56 Gwanggyo-ro 

Yeongtong-gu 

Suwon 

Gyeonggi 16495 

Republic of korea 

D-Tagatose The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of D-

Tagatose 

2 May 2017 15 May 2017 

397 Tradin Organic Agriculture 

B.V. 

Stationsplein 61-65 

1012 AB Amsterdam 

The Netherlands 

Chia seeds (Salvia Hispanica 

L.) 

The Food Safety Authority of 

Netherlands opinion on the 

substantial equivalence of Chia 

seeds (Salvia hispanica L.) 

12 May 2017 31 May 2017 



398 Dairy Crest Limited 

Innovation Centre 

Harper Adams University 

Newport  

Shropshire, TF10 8NB 

United Kingdom 

Galacto-oligosaccharide (GOS) The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

Galactooligosaccharide 

(GOS)  

 

29 May 2017 08 June 2017 

399 NV AQUA4C,  

Stokstormestraat 4,  

9770 Kruishoutem  

Belgium 

Australian Jade Perch (Scortum 

barcoo) 

The Belgian Food Safety 

Authority has opinion on the 

substantial equivalence of 

Australian Jade Perch (Scortum 

barcoo) 

30 May 2017 19 June 2017 

400 Katolik Sp. zo.o. 

ul. Mickiewicza 62 

48-130 Kietrz 

Poland 

Chia seeds (Salvia hispanica 

L.) 

The Czech Food Safety Authority 

opinion on the substantial 

equivalence of Chia seeds (Salvia 

hispanica L.) 

30 May 2017 06 June 2017 

401 GALAB Laboratories GmbH 

Am Schleusengraben 7 

21029 Hamburg 

Germany 

 

on behalf of: 

Carl Wilhelm Clasen GmbH 

Dieselstrasse 2 

21465 Reinbek   

Germany 

Chia seeds (Salvia hispanica 

L.) 

BVL4 (D) The Federal Office of 

Consumer Protection and Food 

Safety opinion on the substantial 

equivalence of Chia seeds (Salvia 

hispanica L.) 

30 May 2017 19 June 2017 



402 Laboratoria Natury Sp. z o.o.  

ul. Zawieprzycka  SD 

20-228 Lublin  

Poland 

Chia seeds (Salvia hispanica) in 

fruit juice and fruit juice blends 

The Polish Food Safety Authority 

opinion on the substantial 

equivalence of Chia seeds (Salvia 

hispanica L.) in fruit juice and 

fruit juice blends 

7 June 2017 14 June 2017 

403 Runke Bioengineering (Fujian) 

Co., Ltd.  

Western of No.552 Road Jindu 

Industrial Cius  

Zhao'an, Zhangzhou City 

Fujian Province  

China 

Arachidonic acid-rich oil 

derived from Mortierella alpina 

(FJRK-MA01) 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

Arachidonic acid-rich oil derived 

from Mortierella alpina (FJRK-

MA01) 

7 June 14 June 2017 

404 Bravo Foods B.V. 

Hofhoek 1 

3176 PD Poortugaal 

The Netherlands 

Chia seeds (Salvia hispanica 

L.) 

The Dutch Ministry of Health, 

Welfare and Sport opinion on the 

substantial equivalence of Chia 

seeds (Salvia hispanica L.) 

16 June 2017 29 June 2017 

405 Qingdao Kangjing Marine 

Biotechnology Co., LTD. 

Jiaolai Town 

Qingdao 266300 

China 

Antartic krill oil The Finnish Food Safety 

Authority EVIRA opinion on the 

substantial equivalence of antartic 

krill oil 

03 July 2017 07 July 2017 

406 Nutraveris 

Rue du Sabot 18C 

22440 Ploufragan 

France 

 

on behalf of 

Changsha Sunnycare Inc. 

DHA-rich algal oil The Dutch Ministry of Health, 

Welfare and Sport opinion on the 

substantial equivalence of DHA-

rich algal oil 

03 July 2017 7 July 2017 



407 Functional Products Trading 

S.A. 

Avda. Louis Pasteur N° 5850 – 

Of 303 

Vitacura 

Santiago 

Chile 

Chia seeds (Salvia hispanica 

L.) 

Chia seeds is substantially 

equivalent to the Chia seeds 

authorised in fruit juices and fruit 

blends by the Food Safety 

Authority of Ireland (the letter of 

18 September 2015) 

3 April 2017 6 July 2017 

408 Xi’an Healthful Biotechnology 

Co., Ltd 

A-804, HuiHang Plaza, 

HangTuo Road 

Aerospace Economic & 

Technical Development Zone 

Xi’an 710100 

China 

Phytosterol ester The Food Standards Agency 

(FSA) opinion on the substantial 

equivalence of phytosterol ester 

7 August 2017 22 August 

2017 

409 Algamo s.r.o. 

Antala Staška 510/38 

140 00 Praha 4 

Czech Republic 

Astaxanthin from 

Haematococcus pluvialis 

Ministry of Agriculture of the 

Czech Republic opinion on the 

substantial equivalence of 

astaxanthin from Haematococcus 

pluvialis  

9 August 2017 22 August 

2017 

410 Tar-Groch-Fil Sp.J. 

Filipowice 161 

32-840 Zakliczyn 

Poland 

Chia seeds (Salvia hispanica 

L.) 

The Polish National Food and 

Nutrition Institute opinion on the 

substantial equivalence of Chia 

seeds (Salvia hispanica L.) 

2 August 2017 22 August 

2017 

411 ChiPro GmbH,  

Anne-Conwav-Str. 1 

28359 Bremen 

Germany 

 

On behalf of: 

DHA oil from Schizochytrium 

sp. 

The German Federal Office of 

Consumer Protection and Food 

Safety has delivered an opinion 

on the substantial equivalence of 

Docosahexaenoic acid (DHA) oil 

from the micro-algae 

16 August 2017 6 September 

2017 



 

Henry Lamotte Oils GmbH,  

Merkurstraße 47,  

28197 Bremen 

Germany 

Schizochytrium sp. 

412 BEANWORKS SEEDS & 

GRAINS BVBA 

Schaarbeekstraat 42 

B-9120 Melsele 

Belgium 

Chia seeds (Salvia hispanica 

L.) 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of Chia 

seeds (Salvia hispanica L.) 

21 August 2017 6 September 

2017 

413 Yunnan Alphy Biotech Co., 

Ltd                      

Ziwu Village 

Chuxiong City 

Yunnan Province 

675012 China 

Astaxanthin from 

Haematococcus pluvialis 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

astaxanthin from Haematococcus 

pluvialis 

21 August 2017 6 September 

2017 

414 De Wit Speciality Oils                              

Laagwaalderweg 32 

1793 ED De Waal - Texel 

The Netherlands 

Chia oil The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of Chia 

oil 

11 September 2017 20 September 

2017 

415 KYOWA HAKKO BIO CO., 

LTD. 

1-9‐2, Otemachi 

Chiyoda‐ku 

Tokyo 100‐0004 

Japan 

Citicoline The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

citicoline 

11 September 2017 20 September 

2017 

416 Thirst Quenchers UK Ltd 

46 Cecil Avenue 

Barking 

Chia seeds (Salvia hispanica 

L.) 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of Chia 

13 September 2017 20 September 

2017 



Essex - IG11 9TF 

United Kingdom 

seeds (Salvia hispanica L.) 

417 Maxberry Korlátolt 

Felelősségű Társaság Kft 

Gödöllői út 101.  

H-2146 Mogyoród 

Hungary 

Chia seeds (Salvia hispanica 

L.) 

The National Food Chain Safety 

Office from Hungary opinion on 

the substantial equivalence of 

Chia seeds (Salvia hispanica L.) 

15 September 2017 17 October 

2017 

418 Polaris 

50, rue  du President Sadate 

29000 Quimper 

France 

  

DHA-rich algal oil from 

Schizochytrium sp. 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of DHA-

rich algal oil from 

Schizochytrium sp. 

26 September 2017 9 October 2017 

419 Glanbia Nutritionals (Ireland) 

Ltd. 

Leggettsrath Business Park 

Kilkenny 

Ireland 

Chia seeds (Salvia hispanica 

L.) 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of Chia 

seeds (Salvia hispanica L.) 

19 September 2017 9 October 2017 

420 Ovalie Innovation 

2, rue marguerite duras 

32000 Auch 

France 

Coriander seed oil The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

coriander seed oil 

4 October 2017 10 October 

2017 

421 Healy Group Ltd. 

HCL House, 2nd Avenue, 

Cookstown Industrial Estate, 

Tallaght, Dublin 24, 

Ireland 

Chia seeds (Salvia hispanica 

L.) 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of Chia 

seeds (Salvia hispanica L.) 

4 October 2017 10 October 

2017 

422 FOOD COMPLIANCE 

INTERNATIONAL PTE. 

LTD. 

30 Cecil Street, #19-08 

Docosahexaenoic acid (DHA) 

from the micro-algae 

Schizochytrium sp. 

The German Federal Office of 

Consumer Protection and Food 

Safety opinion on the substantial 

equivalence of Docosahexaenoic 

13 October 2017 30 October 

2017 



Prudential Tower, Singapore 

049712  

 

on behalf of 

 

LINYI YOUKANG 

BIOLOGY Co. LTD 

Lianbang Road, 

Economic&Technological 

Development Area, 

Linyi City, Shandong Province, 

276023 China 

acid (DHA) from the micro-algae 

Schizochytrium sp. 

423 FOOD COMPLIANCE 

INTERNATIONAL PTE. 

LTD. 

30 Cecil Street, #19-08 

Prudential Tower, Singapore 

049712  

 

on behalf of 

 

LINYI YOUKANG 

BIOLOGY Co. LTD 

Lianbang Road, 

Economic&Technological 

Development Area, 

Linyi City, Shandong Province, 

276023 China 

Arachidonic acid-rich oil from 

Mortierella alpina 

The German Federal Office of 

Consumer Protection and Food 

Safety opinion on the substantial 

equivalence of Arachidonic acid-

rich oil from Mortierella alpina 

13 October 2017 30 October 

2017 

424 BASF SE 

Carl-Bosch-Str. 38 

DHA-rich oil from the 

microalgae Schizochytrium sp. 

The Austrian Agency for Health 

and Food Safety (AGES) opinion 

3 November 2017 15 November 

2017 



67056 - Ludwigshafen 

Germany 

on the substantial equivalence of 

DHA-rich oil from the 

microalgae Schizochytrium sp 

425 Mirexus Biotechnologies Inc. 

361 Southgate Drive - Unit C 

Guelph, Ontario 

NIG 3M5 

Canada 

Phytoglycogen The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

Phytoglycogen 

25 October 2017 7 November 

2017 

426 Runa, LLC 

33 Fiatbush Avenue, Suite 505 

Brooklyn 

NY 11217 

USA 

Aqueous extract of the dried 

leaves of Ilex guayusa 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

Aqueous extract of the dried 

leaves of Ilex guayusa 

31 October 2017 15 November 

2017 

427 Dairy Crest Innovation Centre 

Innovation Centre - Harper 

Adams University, Edgmond 

Newport 

Shropshire 

TF10 8JZ 

United Kingdom 

Galacto-oligosaccharide The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

Galacto-oligosaccharide 

8 November 2017 23 November 

2017 

428 Neol Nutritional Products S.L. 

Calle Avicena, 4 

18016 Granada 

Spain 

Schizochytrium sp. oil The Spanish Agency for 

Consumer Affairs, Food Safety 

and Nutrition (AECOSAN) 

opinion on the substantial 

equivalence of Schizochytrium 

sp. oil 

15 November 2017 5 December 

2017 

429 Keypharm 

Siemenslaan 11 

8020 Oostkamp 

Belgium 

Fucoidan extract from seaweed 

Undaria pinnatifida 

Fucoidan extract from seaweed 

Fucus vesiculosus 

The Superior Health Council 

(SHC) of Belgium opinion on the 

substantial equivalence of 

fucoidan 

20 November 2017 5 December 

2017 



extracted from Undaria 

pinnatifida and fucoidan 

extracted from Fucus vesiculosus  

 

430 Bioresco Ltd. 

Bundesstrasse 29 

4054 Basel 

Switzerland 

 

On behalf of: 

 

Sungen Bioscience Co., Ltd. 

Sungen Bioscience Park, 

Shantou F.T.Z., 

China 

Fermented soybean extract The German Federal Office of 

Consumer Protection and Food 

Safety opinion on the substantial 

equivalence of fermented 

soybean extract 

20 November 2017 5 December 

2017 

431 Naturprodukte Dr. Pandalis 

GmbH & Co. KG 

Füchtenweg 3, 

D-49219 Glandorf, 

Germany 

Cistus incanus L. Pandalis  The Ministry of Agriculture, 

Food Safety Department of Czech 

Republic opinion on the 

substantial equivalence of Cistus 

incanus L. Pandalis  

27 November 2017 5 December 

2017 

432 Ing. Karel Tüma 

Chelčice 4 

389 01 Vodňany 

Czech Republic 

Crataegus pinnatifida dried 

fruit 

The Ministry of Agriculture, 

Food Safety Department of Czech 

Republic opinion on the 

substantial equivalence of 

Crataegus pinnatifida dried fruit 

30 November 2017 5 December 

2017 

433 FrieslandCampina Domo 

Attn. P.M. Kortleve 

Stationsplein 4 

3818 LE Amersfoort 

The Netherlands 

Galacto-oligosaccharide The Food Standards Agency 

(FSA) opinion on the substantial 

equivalence of Galacto-

oligosaccharide 

1 December 2017 5 December 

2017 



WIU 6 QT 

434 Notifier: Activepharm Labs 

Sp. z o.o. sp.k. Singularis 

Jana III Sobieskiego 9, 

59-220 Legnica 

Poland 

 

on behalf of: 

 

Sungen Bioscience Co. Ltd., 

Sungen Bioscience Park, 

Shantou F.T.Z, 

China 

Vitamin K2/ Menaquinone/ 

Vitamin K 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

Vitamin K2/ Menaquinone/ 

Vitamin K 

7 December 2017 18 December 

2017 

435 TLL The Longevity Labs 

GmbH 

Schubertstraße 62 

A-8010 Graz 

Austria 

Spermidine-rich wheat germ 

extract (Triticum aestevium) 

The AGES (Austrian Agency for 

Health and Food Safety Ltd.) 

opinion on the substantial 

equivalence of Spermidine-rich 

wheat germ extract (Triticum 

aestevium) 

5 December 2017 19 December 

2017 

436 Analyse & realize GmbH 

Waldseeweg 6 

13467 Berlin 

Germany 

 

On behalf of: 

 

TSI (China) Co. Ltd. 

Building #54, 5/F, 

1089 Qinzhou Rd. (N), 

Shanghai, 

Glucosamine salts 

(Glucosamine HCl, 

Glucosamine sulphate KCl,  

Glucosamine sulphate NaCl) 

The Food Safety Authority of 

Ireland (FSAI) opinion on the 

substantial equivalence of 

Glucosamine salts (Glucosamine 

HCl, Glucosamine sulphate KCl,  

Glucosamine sulphate NaCl) 

6 December 2017 19 December 

2017 



China 200233 

437 Demethra Biotech SRL 

Via Cà Marzare, 3 

36043 Camisano Vicentino 

VICENZA,  

Italy 

Echinacea purpurea extract 

from cell cultures HTN®Vb 

Opinion by DSPVNSA13 19 December 2017 22 December 

2017 

438 c-LEcta GmbH 

Perlickstrasse 5  

04103 Leipzig 

Germany 

Trehalose The German Federal Office of 

Consumer Protection and Food 

Safety (BVL) opinion on the 

substantial equivalence of 

Trehalose 

20 December 2017 30 January 

2018 

439 DuPont Nutrition Biosciences 

ApS 

Langebrogade 1  

DK-1411 Copenhagen K 

Denmark 

2’-fucosyllactose  The Dutch Ministry of Health, 

Welfare and Sport opinion on the 

substantial equivalence of 2’-

fucosyllactose 

21 December 2017 31 January 

2018 

440 Analyse & realize GmbH 

Waldseeweg 6 

13467 Berlin 

Germany 

 

On behalf of: 

 

FrieslandCampina Nederland 

BV 

Bronland 20 

6708 WH Wageningen, 

The Netherlands 

 

2’-fucosyllactose The Dutch Ministry of Health, 

Welfare and Sport opinion on the 

substantial equivalence of 2’-

fucosyllactose 

22 December 2017 31 January 

2018 

441 Doppelt Ltd Partnership Chia seeds (Salvia Hispanica The Polish Food Safety Authority 29 December 2017 30 January 



Minikowo 13 St, 61-355 Poznan 

Poland 

L.) in fruit juices opinion on the substantial 

equivalence of Chia seeds (Salvia 

hispanica L.) in fruit juice and 

fruit juice blends 

2018 

 

                                                 
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 AECOSAN Agencia española de consumo, seguridad alimentaria y nutrición (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  BNV 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) 
22 SCC  Supreme Chemical Council (GR) 
23 eAGRI The Ministry of Agriculture of the Czech Republic (CZ) 
24 Slovak         Úrad verejnéh zdravotníctva SR (SK) 


