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We are based at Mosta Technopark




Principle activities at ICP
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Principle Market segments :

11
N
O N
-~
o (=
-
L O3
(—
= —
—~
R E
Iﬁ,
—
=
(L
O
Ij:
O
C
—
O
I_I.
L
()
=
<
(L

cluriar Nuiracacticals

SUpplEmERtSHeRaRIaINIUHFLICN
(@guiactittirerancd pPotitay)




Principle Research Activity

From the Plant to the Molecule

Maltanedienol




The process of producing Extract of
Padina pavonica (EPP) :

> Cultlvatlorn
> Collection

> Copleapiraiion)
> EraCtioReELton

> REGIStiranon




The process of producing Extract of
Padina pavonica (EPP) :

> Cultlvatiorn

The Algae s cultivated on specially designed farms built
on the sea bed in orcer to maxirnise the yield.




The process of producing Extract of
_Padina pavonica (E

e Algae is hand pic 'ed J\ clivers frogm the farms l _ 1I 205 the vild.




The process of producing Extract of
Padina pavonica (EPP) :

> Dryirg

The Algae is then placed on racks and allowed to air dry
without the use of heat.




The process of producing Extract of
Padina pavonica (EPP) :

> Etraction

The dry powdered algae Is then placed in vessels where the
active principles are extracted from the algae using a
systern of percolation.




The process of producing Extract of
Padina pavonica (EPP) :
> Conceritratior

The liquid extract is then concentrated using low pressure
distillation.
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The process of producing Extract of
Padina pavonica (EPP) :

> Fractlonation

The liquid extract is then separated into different fractions
containing different active molecules using Medium
Pressure Liquid Chrormatography.




The process of identifying the active
molecule of Padina pavonica (EPP) :

> Fraciionation of crucle exiract using Mediurn
Pressure Liquid Cnhrornatograpny (IMIPLC).

> Plyrrienis are renoved using MIPLC
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The process of identifying the active
molecule of Padina pavonica (EPP) :

Trne actlve fracilon wrere we cdeiect olological
eCtlvIty resoponsiole for calciurn flatlon Is gurlfled
5] nJ rlign Performearnce Licuic Crirornatiograory
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The process of identifying the active
molecule of Padina pavonica (EPP) :




, Of Identifying the active moJerl le
avmiczﬂEPP)T | i

We' remove all the ofme IJOJdLLIJ&‘S from tner semi puried firaction. VWe
PUKITY thiS Traction furtner using =P




The process of identifying the active
molecule of Padina pavonica (EPP) :

We deterrmine tne rmass of ine gure rnolect ‘
Mass  Spectropnoiometer coupled  wiin  Gas
Cnrornatograpry.
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The process of identifying the active
molecule of Padina pavonica (EPP) :

Trne rmolecule 1s dissolved 1n an Ineri Nucles
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cdeterrnine tne resonarice of irie grotons e 1

/0
/

By couglirlg irle twWo sggcirlns Usielg cornoLier
lfprele|2 fy, yye clatafpnlrie trle soeiilel] Sirteitlre of tne
molecule




The process of identifying the active
molecule of Padina pavonica (EPP) :
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Determining Biological activity of the
Extract of Padina pavonica (EPP) :




Determining Biological activity of the
Extract of Padina pavonica (EPP) :
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The use of the Extract of Padina pavonica (EPP) :
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The use of the Extract of Padina pavonica
(EPP) :

Trne results sriow triet 10 13 oossjoJe £o Irc reese g
O FOWEr) ra e of snrimps and snorien ine growir cycle
irirougr ing inco

LV

ofporaior i EPPIr L're cllet,




The use of the Extract of Padina
pavonica (EPP) :

EPP s being used in the poultry ifdustfy to: )

Increase egg shell thickness
Increase bone density and strength
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The use of the Extract of Padina
pavonica (EPP) :

> rlurnan Nutraceuticals

EPP Is being used as a Nutraceutical product to
strengthen pone density by Increasinc




The use of the Extract of Pading/g oy
pavonica (EPP): L T
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The use of the Extract of Padina
pavonica (EPP) :

> rlurnan Nutraceuticals

EPP is being used as a Nutraceutical product to




Bone Density Lumbar spine

Graph showing % difference BMD over the treatment period in L2 - L4

. with a daily intake of 400 mg /day
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Bone Density  Femnur Neck

Graph showing % difference BMD over the treatment period in
Femur Neck with a daily intake of 400 mg /day
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REACH

Fegulation 2C N°, 1907/2008 concerning ine
FReglsiration, evaluation, Autnorization ard

FResiriction of Criermicals or (REACH)

What nas REACH rneant for us




REACH Regulaition EC N°, 1907/2006 concerning trne

Redistraition, Evaluaiion, Autnorizaition eincl Restriction of
Chnernical

What has REACH meant for us to date :-

FOr 2l ng.rje nurnoer of our ororll ICIS rletil el
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Nature of Product




REACH Regulaition EC N°, 1907/2006 concerning trne

Registrafion, Evaluation, Autnorizaition anc Restriction of
Chnernical

What has REACH meant for us

Volurme Sold

According to the regulation, any sugstarce &g such or
included 1) preparations, meanufaciure or lrngorizd i)
CJUELIEITY & ]IlrlJ Of 200Ve _I Tonne ger yYear ger reanufEcilrer
or irroorier will risive tg g2 rac J.‘I"—‘f\—\(]

@UIFEXtIACISIENENITIINACONCENIELECREITENEIRAZCHIVENA
CONCERLRANGRNACIO G proXImatEl eRENmliicRNSTREmally
USEd oK THE ProdUCHEN Ol MOS Gl OUIFEXtrACES, IS MEZRS

thatwerare producingl Kilogram guantities off extract and not
1eNRNe quantities of extrract se we dornot fall' Under this
Category.



REACH Regulaition EC N°, 1907/2008 concerning the

Registrafion, Evaluation, Autnorizaition anc Restriction of
Chermicel

What has REACH reant for us

Nature of Procduct

Accordirig to tng regulation, rlor)enrlm 1V (list of sugsizrnces)
einiel V (polrit 7 27 enlnerels” cnlel 9olrt 8: “sUgsicincas Wil
gceLlr a) e ra?), rnirerels sne

cansiclarael cig “glggairicas” ciecarellnlef i HEACH Ot s
oraezirailonsg copgifitiiscl of el golveit ciplcl/of s ezl fflar

SO N Tact the: extracts that We produce dernot neealtio e
registered UL the carriers that We used Were registered.




REACH Regulaition EC N°, 1907/2006 concerning trne

Redistraition, Evaluaiion, Autnorizaition eincl Restriction of
Chnernical

What has REACH reant for us

S0 10 fact we dic not rlegd io reglsiar ingse
frretiacizls tpelar REACE Unlags We eplese Qo).




REACH Regulaition EC N°, 1907/2008 concerning the

Redistraition, Evaluaiion, Autnorizaition eincl Restriction of
Chnernical

What has REACH meant for us

VWe also oroduce Ligosorrie In cjuartiie
grr\e er irelf) orle Torine Or‘f ELfIrILIfr) clf]d ifjege

REACH Inltlally WeNoGWEERIEUIGENRES
FEQUESLEE Y/ GIF CUSIOIMERS A tRIS el @)




REACH Regulaition EC N°, 1907/2008 concerning the

Redistraition, Evaluaiion, Autnorizaition eincl Restriction of
Chnernical

What did the process involve

Cornollation of all trie raierials orocdicead rot
clarivead fror mingrals or olant exiracs zric
groclucacl Ir) clLzariliilas ovar Lforire,

CompliaueRieiRaliftE eV RTaieT eI SEVELRY
Singlenngrecdient) tised tormanuiiacilie tihese

materials.



REACH Regulaition EC N°, 1907/2008 concerning the

Redistraition, Evaluaiion, Autnorizaition eincl Restriction of
Chnernical

What did the process involve

lﬁ

Cornollation of all trie groceduras used 1) ine
frieinilfelcitre of e rreiarials In & sieg 0y gigg
ManeER

Classification of the materials mto various

CALEGYOKIES:




REACH Regulaition EC N°, 1907/2006 concerning trne

Redistraition, Evaluaiion, Autnorizaition eincl Restriction of
Chnernical

What did the process involve

Classiflcatlor of trie rnaiarials 1rto various
N IE \ 1 s

Aritlgxiclani
Sitelol1zar
PrESERYALVE
SEIVENRT

Colerant
Bleachingagent




REACH Regu ation EC N°, 1907/2008 concernirig the

Redistraition, Evaluaiion, Autnorizaition eincl Restriction of
Chernicel

What did the process involve :

For each ingredient under each classification tne following iriforretion was collatec i tebular forr

> Tnenarmne of the ingrecient

> Tne INCI narne of tne ingrecient

> The CAS nuroer of the ingrecient

> e quarniity of tne irgreciernt gresent ir ine final procuct

> Trne quarnirty if any of girgr reierizls gcle Ie ol to iy Ingracigrit in tre renufeciuring orocess
~ e reiure e ine Jé\/AJ gf rlr]/ J/ r)rorlll Lr) egent f] rrJJJ JrJJrr‘FlerJE

> Tre pai ' : V[ e inls
~  The oreserics el [2ve) of Glycol, Ether, ziplel Ppjiprafziies

~ e gresanes anlel laval of i pierogiolgeiezl) ozl

~ Ifiege e religgevets sta el liseel Lsinie) i relelfzitiog

~ fodefny el

ECOItOXICIty/ daiia

liFthenngredient has eenitested using animails testing

IiFthenngredient 1s classiiied underr CIVIR (CarCInOEenIc, mMuUtagenic Or to toxIc fior: FEpreduction)
IThe inventory: status ofi the product using|the EINECS number

Y V VYV

[Details of the establishment and persen responsikle



REACH Regulaition EC N°, 1907/2006 concerning trne

Registrafion, Evaluation, Autnorizaition anc Restriction of
Chnernical

What did the process involve :

a5 well as trie couriiry
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tReNRgredient

ANy Processing alds suchias enzymes that may nave Deen
Used to manufacture the Igredient




REACH Regulaition EC N°, 1907/2008 concerning the

Registrafion, Evaluation, Autnorizaition anc Restriction of
Chermicel

What did the process involve :

eV EE I SIUSECRONITER IR CHURESHEN G ECIET

ERESSIENILAGIRCrESsIcontamMINalieRI G IENRCECIER
Wil allErRGens

Inerpossipility ol handling; cleaning or ProcessIng

material contaiming allergens conming IR contact Wiith the
Ingredient.




REACH Regulaition EC N°, 1907/2006 concerning trne

Registrafion, Evaluation, Autnorizaition anc Restriction of
Chnernical

What did the process involve :

HEEEEEMENIEN O AUIEREENGIREVEIRARGRECIERL
USEd R ProdUCHERICIFCOUIFHIRISHECNIREEUEES:




REACH Regulaition EC N°, 1907/2006 concerning trne

Registrafion, Evaluation, Autnorizaition anc Restriction of

Criermicz
What did the process involve :

=acr) J100sorre corliealns o average e
ngredients as raw materials.

—

SEHENUIRIICEERNACICIRORIIE 2GR
it date et IeEEed o 9e Collated Was

datnting.




REACH Regulaition EC N°, 1907/2006 concerning trne

Redistraition, Evaluaiion, Autnorizaition eincl Restriction of
Chnernical

What did the process involve :

VWe rnacde contact witn all of our suppliers of rewy
rraierials anel asied irenr to orovide Us witn ire
Iniforenaiion rleecac 1 orcdar o alloyw Us g
corflolla gur caita for raclsiraition guUrooses

VIest el oUIFSUpRNERSWeEre Wil te el prusin

IS PIFECESS SINCE they Were: alsol ivelved inrthe
SAIME PIrOCESS for: thellr Fegistiration.



REACH Regulaition EC N°, 1907/2006 concerning trne

Redistraition, Evaluaiion, Autnorizaition eincl Restriction of
Chnernical

What did the process involve :

Wrierl all] ine cleiia yweals JOJJ izcl ciricl ine flles
orrlo]lecl we fo; relec Tile t L] ]
cUgionmlars for trale reeflgiraicion)



REACH Regulaition EC N°, 1907/2006 concerning trne

Redistraition, Evaluaiion, Autnorizaition eincl Restriction of
Chnernical

What are the disadvantages of REACH

> Trie orocess of collating ard grocessing all of
irle clatal Is vaery ilrre corsusririg.

\/

Mot all of rne JlJooJJerJ Were i1} r)OJJrJOrJ o
e _ ,

W\/g needed LEPETISUIENVETENSLSSIIIE that We WI||
USEStESAIMENIENI I SHTGIITHIEISAMIE
StpPIERS e iUtUIrE Pree UCHERISIIICE 21a)/

CHANGENN any of therraw materais wWillSean
atwe wilifneead toradjust ourr decunentation.
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REACH Regulaition EC N°, 1907/2006 concerning trne

Redistraition, Evaluaiion, Autnorizaition eincl Restriction of
Chnernical

What are the disadvantages of REACH

J
S1
L
C

fl sorne Instarices we riac to crarnge irne ‘
JJJJ ler as _r_'re exlsiing supolier could ot glve
IS if 12 rlrr i) _r, JelE el reqlnre(l rmJ very
SEITIENEY, materlal forenlc)nar cost frogf el
dihfereRistppIIerE

\

)

WEMaE torassignia personialimost onra il
tIMe. 19asIS o) ProcesS this documentation: and
KEeegp up withi the changes needed.
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REACH Regulaition EC N°, 1907/2006 concerning trne

Registrafion, Evaluation, Autnorizaition anc Restriction of
Chnernical

What are the disadvantages of REACH

> o surnenery we ried o Usg ore g

e Al SO RE EIFLOrCOENN IR ENVIEH
e REACIH aIECtVE: s elVIGUSI RS

a direct atfect on thelhottominne.



REACH Regulaition EC N°, 1907/2006 concerning trne

Registrafion, Evaluation, Autnorizaition anc Restriction of

Criermiceal

What are the advantages of REACH

> We nave a more corirolled, stancardised sysiern for
our orJrIIJ on fllls‘ 0] rne Jf]FfOJ gf st r) ollers uf raw
3 I e C el

e plelve clecass i) cleiizl slggLit gt ¢ o faeftigijor) el
Processinolcollated na staneardised systemruaaiis

ldentical terallfeurr suppliers and CUStemENrS:




REACH Regulaition EC N°, 1907/2006 concerning trne

Redistraition, Evaluaiion, Autnorizaition eincl Restriction of

Criermiceal

What are the advantages of REACH

Safore we riad ey sirnller sysierns out noi

o ectly irle sepne for tne different sugoliers and
CUSIGIIIETSISERNE 0 eiclg gt nrieir)y cl
SYSIEMISH O UIE G ERCRICOIIEICHS)

\

U'l

» Noew: therersiene single template that We:have: e
USE as| 0pposed to many.




REACH Regulaition EC N°, 1907/2008 concerning the

Redistraition, Evaluaiion, Autnorizaition eincl Restriction of
Chnernical

What are the advantages of REACH

> Slnce we are uslrg inls si anrlrlrrl ac] sygien)

' Al r r C
SUCHNEST AN E SN A IR CUSIGITIEIS U EITNIETORE
SIRGE e alditS Stane2reISEd  paper aldii
cOMmMONnRIte allf ProdUCEKS!



REACH Regulaition EC N°, 1907/2006 concerning trne

Redistraition, Evaluaiion, Autnorizaition eincl Restriction of
Chnernical

What are the advantages of REACH

>l surnrnzary we riow rielve ore siaridardised
sysiarn of recoreling caiel ineai Is sccegiagle io gyin
sugoligrs arlel eustormars,

> s asHIniact st 2mined e WayARAVAICIANE

PIFOCESS datal SINCEWe: arernow: el dealing Wit
ONe system.




REACH Regulaition EC N°, 1907/2008 concernirig the

Registrafion, Evaluation, Autnorizaition anc Restriction of
Chermicel

Where do we go from here :

Y/

Sirice we acdopted irig REACKH sysiarn :-

mcludlng i) materlals rlgt covarac) gy REACH

s wiliN2ct save us e ane meneyAIRItne | 0y Lermas ol
SUpRIIERFaRa CUStemErR asencIeasesy VWeWili e REEd 1o AISCUSS;
a6epL; audned o leravdited ol aiiferent systens fiok each stppIIER
and customer e the same degree as helore.




REACH Regulaition EC N°, 1907/2008 concernirig the

Registrafion, Evaluation, Autnorizaition anc Restriction of
Chnernical

Where do we go from here :

Y/

The grocess of pre-registration was very sirnole

Y

YWe regist e acl the cormgany with & regigiration gocy ECHA I order o
get el reglisiration numoer,

Lo clrle CAS RUEEIRWETEND eX|sted) e reglster gzicn) groclet

EorRatiiraliy CCCUIRAING SUISIANCES GRESTENEaE MU EANVAS USEH:

IIAIS PrOcESsWaS carried out directly  over the net.

A pre-registrauion nUMBEr wWas received for each submission made.
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REACH Regulaition EC N°, 1907/2008 concerning the

Registrafion, Evaluation, Autnorizaition anc Restriction of
Chermicel

Where do we go from here :

> In Conclusior) :-
> HEACKH| ras e & gager exercise,

Tridre Weis ) Inlilel) gogt ggin I tE s of puinme s el
SN CIRINESOIICES:

Wien tae systeniisiadepied and putin place; it shouid

SAVESILIME and mMoney trolighithe USE ol a rECOgNISEd
standardised systeni acceptable by alll producers in

EUrope.




Institute of Cellular Pharmacology Malta
Tel: +356 21438 458 Fax : +356 21419 778

Icp@maltanet.net
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