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OAHTIEZ XPHEHX - FENIKEZ MAHPO®OPIEX

1. NPOXAIOPIZMOX EKEYAZMATOX

1.1 Ovopacia: KAWOYAEL MAZTIXAZ XIOY.

1.2 XdvBeon: 100% @uaolkn Maotixa Xiou og kaydkia @utt-
KNG Npoéheuong and YnpoueAAdZn.

1.3 Mopagn: Kaydkia okAnpd.

1.4 Nepiekukdtnta: KaBe kaddkio nepiéxel 350 mg 100%
@uotkn Maotixa Xiou.

1.5 Nepypagri — Xuokevaoia :
* AeukdGg NAaoTikdg nepléKng nou neptéxet 90 kayou-

Aeg wv 350 mg.
» Kouti mou nepiéxet 30 kdpouleg twv 350 mg oe
blister (3 blisters x 10 kdyouAeq).

1.6 YneUBuvog KukAogopiag: Mediterra S.A., ZeAénepog,
KaMupaoid, 821 31 Xiog.

1.7 AnokAelotikdg Aavopéag: IASIS PHARMA S.A., A. Ou-
Ang 137, 134 51 Kapatepd Attikng, EMdda.

1.8 MNapaokeuaotig: Evwon Maotixonapaywywv Xiou, fu-
vetalptopog MN.E.

1.9 Xuokeuaotig yia tn popn ot blister: IASIS PHARMA
S.A.. A\. ®ulig 137, 134 51 Kapatepd Atuiknig, EMAda.

2. TINPEMNEI NATNQPIZETE MA TIZ KAWOYAEZ MAZTIXAZ
2.1 Tevikég nAnpogopieg: To evepyd ouOTATIKS TOU OKeEUd-
opatog gival n duoki Maotixa Xiou, og popn okévng.

2.2 Evdei&eig: H Maotixa Xiou oupBdAAet otnv ekp{{won
Tou eAikoBaktnpldiou Tou NUAwpoU (attiohoyikdg na-
pdyovtag otn dnploupyia Twv eAK@Y), KaBwg Kat otnv
avakoU@lon and onoBootepvikA kauoay{a Kat yevikd
duonentikd npoPAnpata.

2.3 Avtevdeiteig: Aev éxel avagepBel kapia.

2.4 Xopriynon katd tnv Kdnon / MaAouxia: Aev undpxouv
otolxeia.

2.5 AMnAendpdoelg pe pdppaka h ouaieg: Asv undpxouv
otolxeia.

2.6 AogoMoyia: EVAAKeG. 2 KAYouleg pe vepd i Xupd npe-
pnoiwg 30 Aentd npwv and 1o yelpa oag. XUpBouleu-
Telte Tov LaTPd A 1o Pappakonotd oag yia PEYaAUTEPEG
doooMoyieg.

2.7 AvemBupnteg evépyeleg: Aev €xouv avagepBel avent-
BUpnteq evépyeleg o€ OOOELG €wG Kal NEVIE Ypapudpla
npepnoiwg. MeyaAUtepn GocoAoyia dev €xel Xpnatpo-
notnBel o€ KAWVIKEG HENETEG.

2.8 Hpepopnvia Adgng tou npoiéviog: Ot kdYouleg pe
Maotixa Xiou @uAdooovial oe Enpd & dpooepd pEPoG
Kat napapévouv avaAlolwteg PEXpL TNV avaypa@opevn
nuepopnvia AMEng.

H APAZH THZ MAZTIXAZ XTHN NPOAHWH KAI OEPATEIA MAOGHZEQN TOY MENTIKOY ZYXTHMATOX

Meéteg nou €ywvav oe avBpwinoug kat nepapatdlwa enBepatwdvouy ot
n Maotixa Xiou cupBdAAet ouctacTikd otnv npéAnPn dnutoupyiag EAKWY,
xdpn otn dpdon Tng evdvtia oto eAkoBaktnpidio Tou NuAwpoU. Ta teAeu-
ta{a xpévia €xel anodelxBel, 6T 10 PIKPOPLO autd anoteAel atttoAoyikd
napdyovta ywa T dnptloupyia NENTIKWY EAKWY, KUPLO OTNV MEPLOXN TOU
dwdekadaktirou. H Maatixa Xiou, xdpn otnv avtiuikpoPiakn tng dpdan,
unopei va e&aAeiel 1o eEAkoPaktnpidilo Tou NUAwWPOU ané To OTOHAXL av-
Bpwnwv nou uno@épouv and Aolpw&n nou NpokaAei 1o pkpdPlo autd ™.

MeAéteg™? éxouv Beifet, 61t n Maotixa npoo@épel avakou@ian ané v
ontoBootepviki kauoalyia oe avBpwnoug nou taAanwpouvtat and ya-
otpooloo@aytkni naAvdpdunaon, aAd kat o€ aoBeve(g pe entyaotpalyia.

v npadtn KAWIKA peAétn™2, nou dnpootelBnke to 1984 cuppeteixav 38
€BeNoviég pe oupntwpata, aANG kat pe evdookonikn enBepaiwon €Akoug
Tou dwdekadaktilou. Metd tnv oAokAipwon tng Bepaneiag pe Maotixa
Xiou Sidpkelag dUo eBdopddwy. 6Aot oL eBehoviEg e&eTdatnkay EvO0OKO-
Nkd, npokelpévou va dlantotwBel n eEEAEN Tou €Akoug. Ta anoteAéopa-
1a €del&av 6t unip&e avakoU@lon and ta oupntwpata oto 807% Twv nepl-
NTWOEWV, VA N evOooKoniKn e&€taon entBeBaiwaoe 0L 10 €Akog dwdeka-
daktUAou oto 70% Twv NepNtoewy eixe Bepaneutel.

H dwa epeuvnuikni opdda dnpoaicuoe® 1o 1986 1a anoteAéopata pLag véag
KAWIKAG HEAETNG o€ aoBevelq nou unégepav and yaotpika €Akn, Kahon-
Boug popyng. MNa 1o okond autd, oe €§L aoBeveig atoug onoioug dlayvam-
OTNKE, PE YAOTPOOKAMNNGN, yaoTplkd €Akog xopnynBnke Maotixa Xiou og
d60n 2 ypappapiwv tnv nuépa yia 1€aoeplg eBdopddeg. Ta anoteAéopata
g peNétng €det&av. 61l n xopriynon Maatixag ené@epe nAipn avakou-
@LoN ané Ta CUPNTWUATA Kat oToug €§L aoBeveig nou ouppeteixav otnv
€peuva, evd n Bepaneia enBefatwBnke kat evdookonikd oe névie an’
autolg.

Tnv dla xpovid (1986) peAétn oe netpapatdlwa (novtikia) pag €delEe, o1t
n xopriynon tng Maotixag X{ou npokdAeoe onpavilkn peiwon otnv €kta-
0N KaL TNV €vIaon ToU OXNPATIOPEVOU EAKOUG OTN YaoTpiki HepBpdvn twv
nelpapatélwwy, unodetkvioviag 6Tt Unopel va xpnotdonotnBel wg péao
Bepaneiag 10U TONKG OXNUATIOPEVOU EAKOUG.

To €106 1998, perétn © nou dnpootedBnke oto Sidonuo neplodikd New
England Journal of Medicine, and to Maveniotnpiakd Noookopeio tou
Nottingham otnv AyyAia, katéAn&e oto oupnépaopa 6t n Maotixa tng
Xiou éxel &ekdBapa anodedelypévn dpdon evdviia oto eAkoBaktnpidio
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Tou nuAwpoU. MdAwota o Tithog Tng dnpoaieuong rtav Blaitepa xapakn-
pLoTikéG: «Mastic Gum Kills Helicobacter pylori». H peAétn napouaotddet
anoteAéopata oUp@wva pe ta onofa, akdpn kat 1 ypappdplo Maotixag
NV NPEPA yla Xpovikd dtdotnpa dUo eBdopddwv pnopel va Bepanedoet
nenTika éAkn.

To 2001 avakowaoelc® ? enBepativouv n Spactikdtnta tng Maotixag
evavila oto eAlkoBaktnpidio Tou nuAwpou. Ta anoteAéopata €del&av 6t n
Maotixa og ouykévipwon 125 pg/ml okdtwoe 1o eAtkoBaktnpidio ota 50%
and ta delypata nou e&etdotnkay, v ouykévipwon 500 pg/ml eEoA6-
Bpeuce 10 eAikoBaktnpidio oto 90% Twv detypdtwv.

Avtiotoixa, 10 2002 dnpoatelBnke KAWVIKRA peAéTn @ yia t dpdon tng Ma-
otixag evdvtia otn yaotp{tda nou dnptoupyel 1o eAkoBaktnpidio tou nu-
Awpou. Ta anoteAéapata tov eAéyxwv €det&av, 6Tt n xprion tng Maotixag
o€ 48 €BeNoVIEG, OUVEBAAE anoTEAEOUATIKG OTOV NEPLOPLOPG TNG OUYKE-
VIpwong tou eAlkoBaktnptdiou Tou NuAwpol KabBwg Kat tng ouvodou ya-
otpitdag nou oeiletal og autd, 0dNywWvTag oTo cuPnépacpa 6t n Maoti-
X0 Pnopel va xpnotonotnBel wg oupNANPwHATIKG PECO yLa TV avaxaitl-
on Tou BakTnELOioU Kal TwV CUVENELWY TOU.

Ye GMn peétn'™ oxetkd e tnv enidpaon tng Maotixag og acBeveig pe
duonentikd evoxAipata, 54 aoBeveig éAaBav éva ypapudplo Maatixag ent
TpeLg eBdopddeg. Ta anoteAéopata unip&av eviunwotakd, 75% twv acbe-
vav nou éhaBav Maotixa Xiou ixav onpavikn UQEoN Twv CUPNTWHATWV.
BpéBnke 611 oupntpata 6nwg o N6vog 0To GTOPAXL, 0 0nloBooTEPVIKAG
kaloog Kat ot epUyEG BeAtiwBnkav onuavitkd. Me autd ta dedopéva yi-
vetat avepd, 6t n xpAon tng Maotixag otn duonedia pnopel va cuppa-
AeL kaipla otn Bepaneia Twv Suonentikwy evoxAnudtwy tov 210 alwva.

Mpdogata, kKAwikn pedé® nou npaypatonoinoe 1o Xapokdneto Mave-
notipo ABnvav og ouvepyacia pe 1o MaotpeviepoAoyikd Turpa tou e-
vikoU KpatikoU Noookopeiou Nikaiag €dei&e, 61t n npéoAnyin Maotixag
Xiou {ong npog 2.2g/npépa (=40mg/Kg owpatikol Bdpouc), BeAtwvel Ty
KAWIKA €lkéva aoBevav pe véoo Crohn Antag éwg pétplag coBapdtntag.
AnoteAéopata ané npdo@atn HEAETN NG (dlag EpEUVNTIKAG OpGdaG, Ka-
TadelkvUouv TNV avilpAeypovaddn Kat avilo&edwtikn dpdon tng Maoti-
xag 011G 161onaBeig ODAeypovadelg Ndooug tou Eviépou (dnpocieuon uné
ouyypagn).

[a neploodiepeg NAnpopopieg, eNOKePTE(TE TNV L0T00EAID pag:
www.gummastic.gr
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INFORMATION LEAFLET

1. PRODUCT DESCRIPTION

1.1 Name: CHIOS MASTIHA CAPSULES.

1.2 Composition: 100% natural Chios Mastiha powder in
plant origin Hypromellose capsules.

1.3 Form: Hard capsules.

1.4 Composition: 350 mg of 100% natural Chios Mastiha
powder.

1.5 Description - Packaging:
» White plastic container of 90 capsules.
« Carton box containing 30 capsules in blisters (3 blis-

ters x 10 caps).

1.6 Marketing Authorisation Holder (MAH): Mediterra SA,
Chios, Greece.

1.7 Exclusive Distributor: |IASIS PHARMA S.A., 137 Fylis
Ave., 134 51 Athens — Greece.

1.8 Manufacturer: Chios Mastiha Growers Association,
Chios, Greece.

1.9 Packer for the blister: IASIS PHARMA S.A., 137 Fylis
Ave., 134 51 Athens — Greece.

2. WHAT YOU SHOULD KNOW ABOUT THE MASTIHA
CAPSULES

2.1 General information: Active ingredient: natural Chios
Mastiha.

2.2 Indications: Chios Mastiha contributes to eradication
of Helicobacter pylori (the causative agent in the crea-
tion of ulcers), reliefs from heartburn and generally in
digestive problems.

2.3 Contra-indications: Have not been reported.

2.4 Use during Pregnancy / Lactation: No data available.

2.5 Interaction with drugs or substances: No data avail-
able.

2.6 Dosage: Adults. 2 capsules daily, with water or juice,
30 minutes before your meal. Consult your doctor or
pharmacist for higher dosage.

2.7 Undesirable effects: There were no adverse effects
at doses up to five grams a day for period up to 6
months. Higher dose has not been used in clinical
studies.

2.8 Expiry date: Mastiha Capsules when stored in a cool
and dry place, remain unaltered and can be used until
the date stated on the package.

ACTION OF MASTIHA IN PREVENTION AND TREATMENT OF THE DIGESTIVE SYSTEM DISEASES

Studies in humans and laboratory animals confirm that Mastiha
contributes significantly to the prevention of ulcers, due to its action
against Helicobacter pylori. Recent years it has been proved that the
specific microbial agent create peptic ulcers, mainly in the duodenum.
Mastiha due to its antibacterial action can eliminate Helicobacter pylori
to people who suffer from infections caused by that bacteria'™.

Studies™ have shown that Mastiha provides relief from heartburn
to people who suffer from Gastroesophageal reflux disease (GERD),
providing symptomatic relief of pain in the stomach area but also in
patients with epigastric pain.

The first clinical study™? published in 1984, involved 38 people who
had symptoms and endoscopic confirmation of duodenal ulcer. After
two weeks-treatment with Mastiha, all volunteers were examined
endoscopically, to determine the development of ulcers. The results
showed that there was relief of symptoms in 807% of cases, while endo-
scopic examination confirmed that the duodenal ulcer in 70% of cases
was cured.

The same research team has published® in 1986 results of a new clin-
ical study in patients suffering from gastric ulcers, of benign nature.

For this purpose, six patients diagnosed -by endoscopy- gastric ulcer
took Mastiha at a dose of 2 grams daily for four weeks. The results
showed that the administration of Mastiha has relieved the symptoms
in all six patients, while treatment was endoscopically confirmed in
five of them.

The same year (1986) study® in animals (mice) showed that Chios
Mastiha significantly decreased the expansion and intensity of formed
ulcer in the gastric membrane, suggesting that it can be used as treat-
ment in locally formed ulcers.

In 1998 a study® was published in the famous journal “New England
Journal of Medicine”, by the University Hospital of Nottingham in Eng-
land, has reached the conclusion that the Chios Mastiha has a decid-
edly proven action against Helicobacter pylori. The title of the publica-
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tion was particularly characteristic: «<Mastiha Gum Kills Helicobacter
pylori». The study shows results which suggest that even 1 gram of
Mastiha per day for a period of two weeks can cure peptic ulcers.

The 2001 announcements® ? confirm the effectiveness of Mastiha
against Helicobacter pylori. The results showed that Mastiha at a
concentration of 125 mg/ml killed the bacteria in 507% of the examined
samples, while concentration of 500 micrograms / ml killed the bac-
teria in 90% of samples.

Similarly, in 2002 a clinical study ® was published concerning the ac-
tion of Mastiha against gastritis which caused by Helicobacter pylori.
The results of the tests have shown that the use of Mastiha in 48 vol-
unteers is especially effective in limiting the concentration of H. pylori
as well as the accompanying gastritis. The conclusion was that Chios
Mastiha can be used as an additional means for containing the bacte-
rium and its effects.

In another study™ on the effect of Mastiha in patients with digestive
symptoms, 54 patients obtain one gram of Mastiha over three weeks.
The results were impressive: 75% of patients showed recession of
symptoms. Symptoms such as stomach pain, heartburn and belching
improved significantly. According to these results it becomes obvious
that the use of Mastiha may play a key role in the treatment of digestive
complaints in the 21st century.

Recently. clinical trials"® made by the Harokopio University of Athens
in collaboration with the Gastroenterology Department of the General
State Hospital Nicea proved that a dose of 2.2g/day of Chios Mastiha,
equal to ~ 40mg/Kg body weight, improves the clinical status of pa-
tients with Crohn’s disease of mild to moderate severity as well as
better laboratory indexes. Results from a recent study by the same
research group, prove the anti-inflammatory and antioxidant proper-
ties of Mastiha in Idiopathic Inflammatory Bowel Disease IBD (publica-
tion in writing).

For more information, please visit our web site www.gummastic.gr
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