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Ofpa: EmIOTOAR TToU TIEPIEXEI ONUAVTIKY TTANPOPOpIa yia TOV PAppaKo
ULTRA LEVURE (Saccharomyces boulardii)

AZIOTINOI/EG KUPIOI/EG,

Tag EMIOUVATITOUPE ETIOTOAR «Ayamnré EmayyeAparia Yysiag» n ommoia TEPIEXE
onuavTikég TTANpo@opieg yia To @dpuako ULTRA LEVURE (Saccharomyces boulardii) ye
TNV oTToia TTAPAKAAOUHE VA EVNUEPWOETE TA HEAN 0T, OTTWC EXEl CUPPWVNBEI PE TOV
EBviké Opyavioud Pappdkwy (EOP).

Me ekTignon
MNa v Meroigag a.c.
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Zipog AvaoTasoTTouAog BaaiAikr) Aoyiou,

Npoedpog kai AicuBivwy Z0uBoulog  BioAdyod/ AvogoAGyog

Ayiwv Avapyupwv 21, Qualified Person for Pharmacovigilance (QPPV)
14564 Kdatw Kngioid Ayiwv Avapyupwv 21,

TnA.: +30 210 6202301 14564 Katw Knoioid

E-mail: npsa@petsiavas.gr TnA.: +30 210 6202301

E-mail: med petsiavas@petsiavas.gr

Metowdfag A.E.
BLOMNXQAVIKEG Kal EUMOpPIKEG EMXELPROELS

Ay. AvapyUpwv 21, K. Kndiod, 14564 AGHNA ABnvag 15, lwvia, 57008 OEZZAAONIKH
T:+30 210 6202301, F: +30 210 8077079 T: +30 2310 722600, F: +30 2310 722669

E: info@petsiavas.gr
www.petsiavas.gr
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N£a avrévdei&n yia Tov Saccharomyces boulardii (ULTRA LEVURE) o acOeveiq os
KPioIUNn KaTaoTaon f O avoooKaTaocToAn

AyannTte EnayyeAparia uyeiag,

H MNeToiaBag a.€., o oupPwvia Pe Tov Eupwnaiko kar EBviko Opyaviopd ®dapuakwv, 8a RBEAE va
0aG EVNUEPWOEI OXETIKA LE TA NAPAKATW:

Zuvown
e 'Exouv ava@epBei onavieg NEPINTWOEIC HUKNTAIMIAE o€ aoBeveic nou Aappavouv

Saccharomyces boulardii 6nw¢ kal BavaTn@opa NePIOTATIKA 0 A0BEVEIC O€
Kpigiun kaTtaoTaon.

e Ta npoiovra autd avtevdeikvuvTal NAEOV O€ AOBEVEIC O KPioIUN KATaoTaon n
o€ avoookaTaoToAn. Ta npoidvra autd eixav ndn avrevdsiEn os aoBeveic e
KEVTPIKO QAERIKO KaBETRpA.

e AAAoI aoBeveig nou BpiokovTal nAnaiov acBevav nou unoBaAlovral os Bepaneia
ME S. boulardii pnopei €niong va Kivduveluouv anod HOAUVON HE TOug
HIKpoopyaviopoug. Q¢ ek ToUToU, anaiTeital IS1aiTEPN NPOCOXH KATA TO XEIPIOHO
TOU NPOoIOVTOG UNd TNV Napoudia achBevwyv O€ KpioIun Kataoraaon n
avoooKaTAOTAAMEVWY aOBeV@V ) aoBEVWV PE KEVTPIKO PAERIKO KABETNpa n
nePIPEPIKO kabeTrpa nou dev unoBaAlovTal o Bepaneia pe S. boulardii.

« [a Tnv ano@uyn PHOAUVONG anod Ta XEpIa ) AEPOPETAPEPOPEVNG HOAUVONG HE
TOUG HIKpoopyavigpoUg, ol pakeAiokol N Ta kawdkia dev nNpénel va avoiyovTal
oTouG BaAapoucg Twv acBevmv. To UYEIOVOUIKO NPOoocwnIKO Ba npénel va popacl
yavTia KaTa To XEIPIONO TwV NPoRIOTIKWV, KAl OTN CUVEXEID, TAXEWG, vVa
anoppinTel Ta yavTia KAl va NAEVEl OwoTd Ta XEpPIAa TOU.

n IT: nA i TIKC TIC AV i 1a TNV aAEl

O S. boulardii avanAnpwvel Tn xAwpida Tou evrépou Kal diaTiOeTal wg £va AUOPIAOMOINKEVO
npoiov Nou NpogpxeTal and KaAAIEpYNHEVO OTEAEXOG CUKNG.

O S. boulardii evdgikvuTal yia TNV CUNNANPWHATIKA CUUNTWHATIKN Bgpaneia Tng diappoiag pali pe
TNV evudatwon kai / f Ta d1aITnNTIKa JETPa Kal (€ OPITUEVEG XWPEG) EMIONG Yia TNV NpopUAAgn
kal Tn Bepaneia TNG oXeTICOHEVNG KE avTIBIOTIKG S1dppolag Kai TnG UnoTponng Tng vooou
Clostridium difficile (CDD) eninpdoBeTa Tng Bavkopukivng kal peTpovidaloAnc.

Metowafac A.E.
Blopnxavikeg kot Epmopikég Emuyelpnosig

Ay. Avapyupwv 21, K. Kndlowd, 14564 AOHNA ABnvag 15, lwvia, 57008 OEZZAAONIKH
T:+30 210 6202301, F: +30 210 8077079 T:+30 2310 722600, F: +30 2310 722669

E: info@petsiavas.gr
www.petsiavas.gr
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0 kivBuvog puKnTalyiag o€ QOBEVEIC PE KEVTPIKO @AeBIKO KaBETAPA gival ndn yvwoTog. ‘EXouV
ava@epOei oNAVIEG NEPINTWOEIG puknTaigiag o€ VOONAEUOHEVOUG QoBevEic O KpioIUn KATaoTaon n
avoooKaTaoToAr (akopa Kai XWPIG KEVTPIKO @AEBIKO KaBeTAPA), NOU ouxva NPOKAAEi nupegia.

STIG NEPIOOOTEPES NEPINTWOEIG puknTaipiag, T0 anoTéAeopa UnnpEe |KQVONOoINTIKO PETA TN diakonn
Tng Bepaneiag PE S. boulardii, Tn xopniynon avTIHUKNTIOKAG Bepaneiag kai TNV agaipeon Tou
ka®etripa, oTav ATav anapaitnTto. QoT600, TO anoTéAeopa unnpEe 9avaTtn®opo yia OpIOHEVOUG
aoBeveic 0 KPioIUN KaTaoTaon.

Enopévwg, Ol nNANPOPOPIEG TOU npoiovTog (MepiAnwn XapaKTNEIOTIKGV Tou MpoiovTog Kal ®UAAO
0dnyimv XpAong) yia Ta npoiévra Ye S. Boulardii BpiokovTai O€ 51adikagia enikaiponoinang (nA.
Napaptnua I) GOTE va oupnepIAGBouV vea npogidonoinan Kal avTevOelgn.

n 1 a1 £l \'/ UUEVWYV AVENI TWV EV 10V

TOU QUpUAKOU

NMapakaAeioBe va QVa@EPETE OMOIETONNOTE QveniBUPNTEG EVEPYEIES napouaiagovTal oToug
aoBeveic oag ol onoiol AapBavouv ULTRA LEVURE (Saccharomyces boulardir).

KaTa Tnv avagopad, napakaAeiobe va NAapEXETE 000 TO 3uvaTov NEPICTOTEPES NANPOPOPIES,
ouunepl)\auBavouévwv TwV NANPOPOPIDV OXETIKA HE TO |aTPIKO 10TOPIKO, onoladnnoTe
ouyxopnynon GAAou @appakou, Kabag Kai TIg NUEPOUNVIEG ANYNG TWV @appakwyv Kal EPPAvIONG
TV QVENIBUHUNTWY EVEPYEIDV.

YnevBupiZeral 6TI OI aveniBUUNTEG EVEPYEIEG MOU guvd&ovTal UE TN XPHon Tou ULTRA LEVURE
(Saccharomyces boulardii) pnopoUy va ava@EpovTal CUPNPWVA HE TO £0vIkO gUOTNKHA
auBopunTWV ava@opwv oTovV EBVIKO Opyaviouo dappdkwv, TURHa AveniBUupunNTWV EVEPYEIQV, HE

TNV UNoBoAR TNG KiTpivng Kaprag He Toug €Erg TPOMOUG:

e HAEKTPOVIKN unoBoAr Tng KiTpivng KapTag HEOW TNG joTooeAidag Tou EO® http://www.eof.gr

e 'EvVTUNN HOP®M anooTOAr HEOW Tayxudpopeioy, aTteA®¢, oTo TpfApa AVEMIBUPNTWY EVEPYEIDV
Tou EO® (Meooyeiwv 284, 15562) TNAEQWVO enikovwviac: 213-2040380 fn 213-2040337.

e YnoBoARn péow ®A= OTO 210 6549585

EvAAAGKTIKG Ol QVEMIBUHNTEG EVEPYEIEG HNOPOUV Va avagepovTal omn eTaipeia NeTo1apac a.e.:
Tel: 210 6202357

Fax: 210 8077079

Email: med petsiavas@petsiavas.ar
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MNetowapag A.E.
BLOMNYOVLKEG Kl EUTTOPLKES ETUXELPNOELG
Ay. AvapyUpwv 21, K. Knorowd, 14564 AOHNA ABnvag 15, lwvia, 57008 OEZZAAONIKH
T: +30 210 6202301, F: +30 210 8077079 T: +30 2310 722600, F: +30 2310 722669

E: info@petsiavas.gr
www.petsiavas.gr
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Napaprtnua I (Annex I)

O1 ak6AouBeg aAAayEg OTIG NANPOPOPIEG TWV PAPHAKEUTIKAOV MPOIOVTWY NOU NEPIEXOUV dpacTIKh
ougia Saccharomyces boulardii €xouv eykpiBei aTa ayyAika kal NpokeITal va eiloaxBouv oTa

eEAANVIKA Keipeva wg €ENc (Ta véa keipeva un ifovrai ka1 Tovidovrai EVTOV
XOPAKTNPEG):
o KepaAalo 4.2 AogoAoyia kal TpONog Xoprynong

. KepaAaio 4.3 Avtevdeiteig

MNvwoTn unepeualoBnoia oe éva and Ta CuoTaTIKA, aAAepyia oToug JUHOPUKNTEG, EIDIKOTEPQ
Tov Saccharomyces boulardii, acBeveic pe KeVTPIKO QAERIKO kaBeTrpa, acOeveic ot
Kpiol KaTG ) \'4 Kart N A T KIVEUV KNTaiyi iT:
KEQAaAaio 4.4).

. KepaAaio 4.8 AveniBUPNTEG EVEPYEIEC

Kartnyopia/ opyaviké cuotnpa [Enavio MoAU onavio
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NetowaBac A.E.
Blopnxavikég kat Epmopikéc EmXelpioeLg
Ay. Avapyvpwv 21, K. Kndrowa, 14564 AOHNA ABnvag 15, lwvia, 57008 OEZZAAONIKH
T:+30 210 6202301, F: +30 210 8077079 T: +30 2310 722600, F: +30 2310 722669

E: info@petsiavas.gr
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AOINWEEIC KAl NAPACITWOEIG

MuknTaipia o€ aoBEVEIC HE KEVTPIKO
PAERIKO KABETNpa KalI agOeVEiG OE

KPLoLN KOTAoTaoN 1) OE

avoookaracToAn (BA. ke@dAaio 4.4)

Me ekTipnon
Ma tnv MNeToidBag a.€.

Zipog Avaofragonoulog

Mpdedpog kar AieuBuvwv ZUPBoUAog
Ayiwv AvapyUpwv 21,

14564 Katw Kneioia

TnA.: +30 210 6202301

E-mail: npsa@petsiavas.gr

MetowaPoag A.E.
Blopnxavikég kat Epmopikég EmxelproeLg

Ay. AvapyUpwv 21, K. Kndiowd, 14564 AOHNA
T:+30 210 6202301, F: +30 210 8077079
E: info@petsiavas.gr

BaaoiAikr) Aoyiou,

BioAdyog/ AvoaoAoyog

Qualified Person for Pharmacovigilance
Ayiwv AvapyUpwv 21,

14564 Katw Kneioia

TnA: +30 210 6202301

E-mail: med petsiavas@petsiavas.gr

Kiv: +30 6974060191/ Fax: +30 2108077079

ABnvag 15, lwvia, 57008 OEZIAAONIKH
T: 430 2310 722600, F: +30 2310 722669

www.petsiavas.gr



