LES DERIVES RESINIQUES ET TERPENIQUES
30, Rue Gambetta- BP 206 - 40105 DAX CEDEX FRANCE
Web : http://www.drt-france.com
E-mail : drtsales@drt.fr

FOOD STANDARD AGENCY
ROOM 515B
AVIATION HOUSE
125 KINGSWAY
LONDON WC2B 6NH
GRANDE BRETAGNE

Dax, 29 August 2006

Ofref. : JLAIFCD
Re. Pine Phytosterols

Dear Sirs,

DRT produces since more than 40 years pine phytosterols, sold in the market under the trade
name : BETA SITOSTEROL.

On the 20" of December 2005, the ACNFP has given a positive opinion to Primapharm BV,
about its phytosterol ingredient. Primapharm BV has notified the European commission, about
its intention to market its phytosterols.

The producer DRT of the phytosterols marketed by Primapharm is as indicated in the technical
part of the application of Primarpharm BV. Primapharm BV is currently distributing our pine
phytosterols in Europe.

We have compiled following information for your prompt review :

Final opinion Primapharm BV

Technical data sheet of BETA SITOSTEROL

Page 5 of the application of Primapharm showing DRT as the supplier

Invoices DRT-06-02389 and 06-02455 showing that Primapharm BV has purchased
2700 kg of pine phytosterols. These invoices have been paid by our customer on due
issues.

v" The labels under which the product will be marketed throughout Europe.

ANANENEN

Having regard to the above information, we now seek confirmation that DRT'’s pine phytosterol
is in every respect the same as supplied to Primarpharm BV and the same product on which
that company based its successful application.

Yours faithfully

JL ASSOUAD
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www. food.gov.uk

Mr M. Jaume Tormres
Prima Pharm BV
2514BF Hague
Netherlands

20" December 2005 Reference: NFU 583
[By e-miail]

Dear Mr Tarres,

REQUEST FOR AN OFINION ON THE SUBSTANTIAL EQUIVALENCE OF
PHYTOSTEROLS FROM PRIMA PHARM

The Advisory Committee on Novel Foods and Processes (ACNFP) has now finalised
ils assessment of your request for an opinion on the substantial equivalence of
phytosterols from Prima Pharm as a food ingredient compared with the existing
phytosterols marketed by Teriaka. The phylosterols are to be used in yellow fat
spreads, milk based fruit drinks, yoghurt type products, cheese type products, milk type
products, soya drinks and farmented milk products.

| am pleased fo inform you that, in view of the positive opinion given by the ACNFP, the
Food Standards Agency, the UK Competent Authaority for all novel food issues is
content that your phytosterol ingredient meets the criteria for equivalence, as defined in
Article 3(4) of Regulation (EC) 258/97.

Yau should ensure that all products containing phytosterols are marketed and labelled in
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accordance with European Community Law and any relevant national provisions, in
particular with regards to (EC) 608/2004.

Please note that, in accordance with Article 5 of (EC) 258/97, you should notify the
Eurcpean Commission of your intention to market your phytosterols when they are first
marketed. This notification should be sent (with the UK opinion) to Mr Andreas Klepsch

at the following address:

European Commission
DG SANCO

Rue de la Loi 200
B-1049

Brussels

Belgium

If you have any other queries please do not hesitate to contact me.

Yours sincerely

Dr Chris Jones

Movel Foods, Additives and Supplements Division

Enc: ACNFP’s Opinion




ADVISORY COMMITTEE ON NOVEL FOODS AND PROCESSES

OPINION ON SUBSTANTIAL EQUIVALENCE OF PHYTOSTEROLS
CONSIDERED UNDER ARTICLE 5 OF THE NOVEL FOODS REGULATION

Applicant Prima Pharm BY
15, Nieuwe Uitleg
2514BP Hague
Netherlands

Responsible Person Mr M. Jaume Torres

Introduction

1, A request was submitted by Prima Pharm to the UK competent authority for an
opinion on the equivalence of their phytosterols to the phytosterols marketed by
Teriaka which were authorised by Commission Decision 2004/336/EC. In July 2004
and October 2004 Teriaka obtained opinions on equivalence from the Finnish
competent authority that extended the range of foods that their phytosterol ingredient
could be incorporated into. These are, yellow fat spreads, milk based fruit drinks,
yoghurt type products, cheese type products, milk type products, soya drinks, and
fermented milk products. Teriaka notified the Commission of the placing on the
market of their products in accordance with Article 5 of regulation (EC) 258/97 on
16 July 2004 and 16 November 2004. Prima Pharm are therefore entitled fo seek a
view on equivalence for the use of their phytosterol ingredient in each of the food
categories included in Teriaka’'s original authorisation and the two subsequent
notifications granted by the Finnish competent authority.

2. According to Article 3(4) of (EC) 258/97, the notification procedure applies to,
*foods or food ingredients... which on the basis of scientific evidence available and
generally recognised or on the basis of an opinion delivered by one of the

competent bodies.... are substantially equivalent to existing foods or food
ingredients as regards their:

Composition

Mutritional value

Metabolism

Intended use

Level of undesirable substances contained therein.”

Composition

3. The Applicant is claiming equivalence to the specification of phytosterols set out in
Annex 2 of Commission Decision 2004/336/EC. Prima Pharm obtain their
phytosterols from the company les Derives Resinigues et Terpeniques (DRET). |t
should be noted that the data on DRT's fall oil phytosterols were included in
Teriaka's original novel food application, along with data from another supplier of
phytosterols derived from vegetable ocils. However, although DRT's phylosterols
have been through the authorisation process they have not been used by Teriaka
since gaining approval.




4. The product produced by the applicant is made from tall oil pitch from Pinws
maritima (synonym Pinus pinaster) a species of pine tree, 1L is manufactured in the
same way as the approved phytosterol product and involves extraction,
crystallisation and drying. The spedfication of the product described by the
applicant is consistant with that described in Commission Decision 2004/336/EC.

5. To comply with the conditions set out in Commission Decision 2004/336/EC for
ggylaatemls and phytostanols extracted from sources other than vegetable ail, all
iches of the product will have a purity of more than than 99%.
Discussion: The Committes hoted that data provided on the compasition of Prima
Pharm's phytosterols complied with the spac'ﬁca::‘m of phylosterols in Commissicn
Decision 2004/336/EC.

Mutritional value and metabolism

6. The nutriional value and metabolism of Prima Pharm phytosterals are expected to
be the same as those marketed by Teriaka, Anticipated intake of phytosterols is not
likely to be increased as the ingredient is 1o be used in the same range of products
already approved,

Intended use

¥. The applicant intends the ingredient to be used in yellow fat spreads, milk based
fruit drinks, yoghurt tydpe products, cheese type products, milk type products, soya
drinks, and fermented milk products. These producte are the same as exisling
products on the market containing Teriaka phytosterols that were authorised in
Commission Decision 2004/336/EC and the two subsequent notifications issued by
the Finnish competent authority in July and October 2004

Discussion; The Committee is content that the appiicant’s product fs fo be

consumed af the same Jevel and in the same range of products as the existing

product.

Level of undesirable substances

&. The applicant gave detailed information on the levels of 8 number of classes of
potential contaminants  including dioxins, polyevelic hydrocarbons, herbicides,
pesticides and heavy metals. Al contaminants measured are within acceptable
levels in complianca with EL regulations

Further Information

9. In accordance with the guidelines on substantial equivalence the applicant also
submitted data from some studies caried out with DRT's phytosterals. These
studies addressed acute foxicity, skin irritation and skin sensitisation. These
studies were evaluated as part of the earlier application from Teriaka. Mo adverse
results were reported in any of these studies.



Conclusion

10.The Committee is content that the applicant's approach to demonstrating the
equivalence of their phytosterols with the existing phytosterol ingredient is consistent
with the criteria set out in Article 3{4) of the Novel Food Regulation (EC) 258/97.

11.Therefore phytosterols marketed by Prima Pharm can be considered to be
substantially equivalent to the existing phytosterol ingredient marketed by Teriaka.

12.Prima Pharm should ensure that the labelling of products containing their
phytosterols comply with Commission Regulation (EC) 608/2004 concerning the
labelling of foods with added phytosterols, and more specifically to Article 2 of this
regulation.

December 2005



LES DERIVES RESINIQUES ET TERPENIQUES

BETA SITOSTEROL

Mixture of plant steroids or PHYTOSTEROLS,
extracted from pine species.
Based on a very selective extraction, it is characierised by
high purity and a constant guality.
Staral composition is in conformity with EEC regulation for food.

Typical values
-

Aspect © White powder

Sterol title % 848

Typical chrematography patterm % .

Bets Sitosterol T Campesterol 10
Bela Sitestanol 10 Campestanal 2
Dthers sterols 3

Specifications and analytical methods are available on request

. L Uses BN

The applications of Bela Sitosterol are very diverse :

Cosmetology © 1is physicochemical properties make it a very good
emulsifier. 11 has alse an antl-inflammatory action on skin, valuable
for formulators,

Dietetics @ in diet foods and nutraceuticals.

Tracing agent : In ammal fats and industrial butllers.

30, rue Gambetta - BP 206 - 40105 DAX Cédex (France)
Tel : + 33(0)5 58 56 62 00 - Fax : + 33({0)5 58 56 62 40
Wb | http/fwww.drt-france.com / E-mail @ drisales@drt.fr




2
RESINIQUES ET TERP EMIQUES

LES DERIVES

BETA SITOSTEROL

r Dther technical data

Raw formuls - C,p H., O Molecular weight . £14
White index 65

Melting point (*3) : 139 - 142

Desiccation loss () < 3.5

Sulphuric ashes (%) : =01

Salvent residue | Methanal 0.1 %.
Solubility | Insoluble in water, slightly seluble in ethancl, soluble in chloreform,
ether and carban disulphide.

"h I
- Regulatory status

N® CAS ! BBSE5-08-8 N' CAS ! B33-46-5

N® EINECS ; 271-413-3 N® EINECS ; 201-480-6

TSCA registerad INCI] registered

Kosher Certificate from BOF TSCA not registersd

29 06 13

>
- | Customs tarift Lo
-y

. L Packaging

Available in packing of 20 kg and by pallets of 300 kg net.

L

P Storage conditions

Room temperature in dry place,

L

-

.
- L Stability pa
Stable for 2 years under normal conditions of tamperaiure, in its ariginal

| sealed packaging. 4

Rewvision - 11 Cate - OF/03/06

The data herein are based on our knowledge about above product. They are without conditions or
warranties, expressed or implied regarding the uses of the produet,




2-ADMINISTRATIVE INFORMATION

Theapplicant is:

PRIMA PHARM Bv
15, Nieuwe Uitleg
2514BP Hague
Netherlands

Tel: + 31 703 640 900
Fax: + 31 703 635 795

Contact Person: M. Jaume Torres
jaumetorres@prima-pharm.com

The supplier of Prima Pharm’sproduct is:
LesDérivésRésiniques et Terpéniques (DRT)
30 rue Gambetta BP206

40105 DAX Cedex (France)

Tel + 3355856 62 00
Fax + 33 558 56 62 40

Prima Pharm’ s product is manufactured by DRT under the brand name of « Beta Sitosterol ».

3-COMPOSITION

The Prima Pharm'’ s phytosterol isisolated from tall oil from Pinus maritima L.

According to SCF opini on®, Teriaka proposed to obtain their sterols from Tall oil (Pinus maritima) or vegetable oil. Pinus
maritima (Synonym Pinus Pinaster) is a Mediterranean tree and can neither be found in Finland nor in Northern European
countries. The biggest forest of Pinusmaritima islocated in the south west of France (Landes) where DRT is based.

According to DRT, the source of Prima Pharm’s product (“Beta-Sitosterol” product manufactured by DRT) is also one of

the sources of Teriaka s product, reinforcing thus the substantial equivalence claimed.



les dérivés résiniques et terpéniques
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PRIMA PHARM B.V | PRIMA PHARM B. "l.l’
C/0 LIPOFODDS NIEUWE WITLEG 15
POLIGOMNG INDUSTRIAL CAMI RAL
CAGALILEU 17
DBES0 GAVA 2514 BP DEN HAAG
ESPAGMNE F’AYS BAS

MODE ACHEMIMEMENT | SAMIDN PLATEAL
WEANS OF DEL VERY LoREY

DESHSHATION PRODUIT HUSHTITE PRICUNITAIRE MOMTANT HORS TVA
ERIELY DR SR TR EHMMTITY LI s p AAFOLNT ENT VAT

AEF GOE GLIENT ¢ AGENT : FODS/GRE010%
CUSTOWER REF.  A0ENT
MPDODST BETA SITOSTEROL 12040 KG EUR FEG EUR
&0 SACIE) BUR 4 PALETTE(S)
ZRDGT300000M

Exoneralion TVEA A 282 TER 1 du &G 0,
WAT Exemmplion. art 262 TER | of C.G.0,
btwst. Befrelung, Art 262 TER | ces C.GU

FREGREERICI5M
HLATOTTO 14801

ZOMDITIONS DE FACTURATION B
ONTHTIONE DOF SR ACKED DOL GRS

MONDITIONE DE PAEMENT . VIREMENT BANGAIRE SWIFT & 50 jours nat
FONCUTIONS OF PAYMENT SWHET BANK THANSFER o 50 dove from invaice dats

ECHEANCE FAIEMENT : 08M0T/2008
DATE [F PAYRENT

JOMICILIATEON BANCARE | BNP Dax
2ARK BETARLE

HET A PAYER
TOTAL AMCLRT T0 P8y

EUR




FACTURE
INVOICE

Socidhd ananyme Al
capEial da 13 408 Dl auns
Siel 585 520 154 00016
R.C.5. Dax

WY TWih FRBEEESE20154

LIVRAISON A | DELIVERY T

PRIMA PHARM B.V
CiO LIPOFOODS
POLIGOMND INDUSTRIAL CAMI RAL
CIGALILEU 17
08850 GAVA
ESPAGNE

F-DRT-06-02455 | 12/05/2006 |

MODE D'ACHEMINEMENT CAMION PLATEAL
MEANE OF DELIVERY LORAY

les dérivés résiniqgues et terpéniques

a0, res Gambelta - B.P. 206 — 40105 DAY, Cedex (FRANCE}
Téléphone : =32 (07 5 58 56 62 00 = Tékoopie | +33 (0) 5 58 56 62 40
Web | htlpwww_dri-france.com — E-maél - ddsalas@d ir

CLUENT ™ |
DATE { DATE | pygroges n | 0.6 ! ORDER i

NUMERD /i
4266 OC-DRT-08-00781

FACTURATION A/ INVOIGE TO

PRIMA PHARM B.V
MNIEUWE UITLEG 15

2514 BP DEN HAAG
PAYS BAS

DESIGHATION PRODUIT
GOO0E DESCERPTICN

MONTANT HORE TVA

QUANTITE PRIX UNITAIRE
AMOLNT EXG VAT

CUANTITY LUNIT PRACE

REF. COE GLIENT { MEEMT FODSGR / 60032

CLUETOMER REF. S AGENT
MPOLDST BETA SITOSTEROL
TH SAC(S) SUR &5 PALETTE(S)
2906127100000

1500 KG EUR EUR

Exonération TV, Ar 262 TER | du GG,
VAT Exemption, &t 262 TER | af C.G.
Mwest. Bafralung. Art. 262 TER | das C.G.I.

FREGEESS20154
MLE1HMFDA14B01

SONDITICNS DE FACTURATION ;
IORDUTIONS OF SALES

(DNDITIONS DE PAIEMENT :
ONDITIONE OF PAYMENT OANK TRAMEFER sash

ECHEANCE PAIEMENT 1232006

DATE OF PAYMENT

JOMICILIATION BANCAIRE | BNP DAX
1AM DETARS

LOGE DDLU BARCELOMA

VIREMENT BAMCAIRE COMPTANT

Hamque Curaal | N Comps &R |
BiC IBAN Bar ST o dcpoami ™ oy

MET A PAYER
TOTAL ARARINT TO PAY

EUR

Conditicns d'escompla pour reglement antérieur aus condilions géndrales de vanls au varso @ Taux de bage bancaire én vigueur |e jour du priemernl.
Condiios of afscount for antitjpaled payrment oukside peaerad conditfans of saas - Frearch agal rafe n fvoe @t dhe dale of payment

JOPIE &V COPY TO
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BETA-SITOSTEROL BETA-SITOSTEROL
$122/B0%X121/P995/FILM C/INT984  S122/BOX12 1/P995/FILNH C/INT984

> GOBL0| . o L. PO 008100 T

21.5 Ko

LT 47137 NET 308 KG Lot 947137 NET 300 KG6



