Ovopacia

AnpwTivivn (Aprotinin)

Ava@smpnon

‘Ekdoxa kail NMAnpogopieg oTo ®UAAO OSnyiwV yia Tov XpRoTh

030G Xoprpynong Kartw opio

Tonikn

(Threshold)

Mndéev

MAnpo@opieg yia To ®DUAAO O3nyI®V yid TOV
XprioTn

Mnopei va npokaAéoel ungpeualadnaia f aAAEPYIKEG
avTidpaceiq.

H Tonikf 0d0C oTNV NepiNTwaon auTr avagEpeTal
oTa onueia, Ta onoia pnopei va €xouv npoopaacn
oTNV KUKAo®opia (n.x. NANYES, OCWUATIKEG
KOIAOTNTEG K.A.M.).

ApayxidéAaio (arachis 'O\eg Mndev <To QapuakeuTIKO NPOIOV> NePIEXEl apaxIdEAalo KekaBapuevo apaxidéAalo Pnopei va nepiexel
oil/peanut oil) (peanut oil/@ioTIkENAIO). Av €i08E aAAepYIKOG(H) npwTEivn QIoTIKIOU. H povoypaia Tng
oTo peanut/QIoTiKI I} 0TNn ooyIa, nv Eupwnaikng ®apuakonoliag dev NepIEXEl EAEYXO
XPNOIJOMNOINCETE AUTO TO PApU O MPOIoV. yla NpocuIEn NpwTeivng.
MNXM: avtévoelgn.
Acnaptapun (E 951) 09/10/2017 Ano6 oTONAaTOC Mndev AUTO TO PAPUAKO MEP ¥'mgonapTapng o H aonaptaun udpoAUETal OTOV YAOTPEVTEPIKO
KaBe <povada 560 vada oykou><, fnou owAnva otav AapBaveral ano To oTépa. ‘Eva anod
I00duvapei ue x mg <OYKO>>. Td ONUAvVTIKOTEPA NPoidvTa TNG UdPOAUCNG eival
n @aivuiaAavivn.
H acnaptaun Yy @aivulaAavivng. Mnopei va
gival eni n anolog €xel paivulkeTovoupia |MAnpogopiec nou npenel va Aaupavovtal unoyn
(PKU YEVETIKA diaTapaxn ornv onoia n |yia Tnv NXnN:
®ai ougowpeleTal eneidn To owpa dev  |Aev gival diaBeaipya oUTE PN KAIVIKG aAAd oUTE Kal
a TNV anoBAAAel ualoAoyIKa. KAIVIKG dedopéva yia Tnv agloAdynaon Tng Xpnong
aonapTaung os Bpépn nAikiag KATw Twv 12
£BOONGdWV.
Alwxpwpara: Anod oTopaTog Mndev nopei va NpokaA&éoel aAAEPYIKEG avTIOPATEIG.
MNa napddeiyua:
TapTpadivn (E 102)
Sunset yellow FCF (E 110)
Azorubine, carmoisine (E
122)
Amaranth (E 123)
Ponceau 4R red/Cochineal
Red A (E 124)
Brilliant black BN, black PN
(E 151)
BaAcapo Tou MNMepou Tonikn Mndev Mnopei va npokaA&éoel depUATIKEG avTIOPATEIG.
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Ava@smpnon

Ovopacia

030G Xopriynong Kartw opio

(Threshold)

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

XAwpioUxo BeviaAkmvio (09/10/2017 'O\eg Mndev AUTO TO PAPHAKO MEPIEXEI X Mg XAWPIOUXO
BevZaAkwvio og kGBe <povada doong><povada
OYKOU> <, NMou I00dUVaei Pe X
mg/<Bapoc><dyko>>.
XAwpiovuxo BeviaAkmvio (09/10/2017 O@OaApikn Mndev To xAwpioUxo BevlaAkwvio pnopei va anoppopnbei |Ano Ta nepiopiopéva diabeoipa dedopéva, dev
ano Toug paAakoug pakoug enagng Kal ynopei va  [unapyouv d1apopeG oTo NPoPiA Twv
HETaBAAEI TO XpwHa TwV @akwyv enaeng. Npénel va [aveniBUuunTwV evepyei®v Twv Naidiov
anopakpUVETE Toug pakoUg enaeng npiv ano Tnv OUYKPIVOUEVO HE aUuTO TWV EVNAIKWV.
Xpnon autol Tou pappdakou Kal
TonoBeTroeTe Eava 15 AenTd apyo? levika, woTOCO, Ta WATIA TWV NaAIdIOV
ekONAWVOUV 10XUPOTEPN avTidpaon os
To XAwpioUxXo BevlaAK®VIO Unop va onolodnnoTe péBioua anod Ta PaTia Twv
NpoKaA&oel epeBICUO TOU , a edv éxeTe  |evnAikwv. O gpeBiopog pnopei va €xel enidpaon
EnpopBaApia n diatdpaxe partos1dn (To oTNV CUPPOPPWaON oTn Bepancia ota naidid.
d1agpavo oTpwua Unpee par). Eav
aio8avBsiTe un Quo m aioBnon ora para, To xAwpioUxo BevlaAkwvio £XEl avapepOEei OTI
TOOUEIUO 1 NOVeuoy ard’'ueTd Tn xpron autoU Tou|npokaAei epeBIOUO OTO PATI, CUPNTWHATA
(pappakou, € @ |OTE UE TOV YIaTPO oac. EnpogBaApiac kal pnopsi va ennpeacsl TNV
dakpuikr HePBpAvn TNV €NIPAVEIQ TOU
kepaTtoeldn. Mpenel va xpnoigonolsital Ye
npoooxn os acBeveic e Enpo@OaApia kal oe
acBeveiG OTOUG OMOIOUG O KEPATOEIONG UMNOPEi va
£Xel BAGRN.
O1 aobeveic npenel va napakoAouBolvTal g
NeEPINTWOEIG NAPATETAPEVNG XPRONG.
XAwpiovuxo BeviaAkmvio (09/10/2017 Pivikn) Mngev To XAwpioUxo BevZaAKwVIO WUNOPEI va NPOKAAEDEI Makpoyxpovia Xpnon Knopei va npokaA&éoel oidnua
€peBIOO 1 NPAEINO OTO E0WTEPIKO TNG MUTNG, €10IKA [oToV pIvIKO BAEVVOYOVO.
€av xpnaoigonoin®sei yia yeydAo xpoviko diacTnua.
XAwpioUxo BeviaAkwvio (09/10/2017 Eionveopevo Y To xAwpioUxo BevZaAK®VIO PUMNOPEI va NPOKAAEDE!
OUpIYHO Kal SUOKOAIEG oTnVv avanvor
(Bpoyxoonacopo), €1dikd €av €xeTe acbua.
XAwpioUxo BeviaAkwvio (09/10/2017 AEPUATIKN Mndev To xAwpioUxo BevlaAk®vio pnopei va epedioel To H xprion kata Tn d1dpKeia TNG EyKUPoouvNG Kal
depua. Tou BnAacpol dev avapéveTal va oxeTileTal Je
eniBAaBeic enidpaoeig oTnv PNTEPA, Kabwg n
Aev npenel va epapuoleTe autd To PAPUAKO OTO depUaTIKN anoppo®naon Tou XAwpioUuXou
otnBo¢g av BNAAlete, 310TI TO HWPO YMOPEi va To BevlAkwviou gival eAaxiorn.
AaBel pe To yaAa oag.
Na pnv e@apuoleral aTov BAEVVOYOVO.
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Ovopacia

XAwpioUxo BeviaAk®vio

Ava@smpnon

09/10/2017

030G Xopriynong Kartw opio

Méow oTOpaTIKOU
BAevvoyodvou, Tou
opBoU kal Tou

(Threshold)

Mndéev

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

To XAwpioUXo BevZaAK®WVIO NNOPEI va NPOKAAEDEI
Toniko €peBIoUO.

ZxoAia

KOAMou
Bevloiko o0 (E210) ka1 |09/10/2017 'O\eg Mndev AUTO TO QApuako nepiéxel x mg <PevioikoU
BevIOiKEG EVWOEIG 0&¢oc/Bevloikol aAaToG> oc Kabe <povada
d00NG><OYKOU><, Mou I00dUVapei Pe X
MNa napddeiyua: mg/<Bapoc><dyko>>.
Bevloiko vaTpio (E 211)
Bev{oikd kaAIo(E 212)
Bev{oiko o§U (E210) ka1 |09/10/2017 Ano oTouartog, Mndéev <Bev{oikd 0&U/Bevloikd alag> AUEnoN TNG XoAepuBbpivng AOyw TNnG EKTOMIONG TNG
BevloOikEG EVWOEIG NapevTePIKN Tov ikTEpOU (KIiTpIVN XPWO ano Tnv aABoupivn pnopei va au&noel Tov ikTEpo
HaTIOV) OE VEOYEVV .|oTa veoyva To onoio pnopsi va eEghixbei oe
MNa napadeiypa: nupnvikd (Un ouleuypévn anoBeon XoAepubpivng
Bevloiko vaTpio (E 211) OTOV I0TO TOU EYKEPAAOU).
Bevloiko kahio(E 212)
Bevloiko o0 (E210) ka1 |09/10/2017 Tonikn Mndev <Bev{oikd 0§ 0 aAag> unopei va Mnopei va NpokaAEéoel Pun avoooAOYIKEG AUETEG
Bevloikég EVWOEIG NMPOKAAE (o} €01010. avTIdOPAcEIG ENAPnG NIBavov HETW XOAIVEPYIKOU
pnxaviopou.
MNa napddeiyua:
Bevloiko vaTpio (E 211)
Bev{oikd kaAIo(E 212)
Bevloiko o0 (E210) ka1 |09/10/2017 Tonikn Mndev ev{0ikO 0EU/Bevloikd aAac> pnopsei va au&nosi|H anoppopnaon HECw Tou JEPHATOC TWV VEOYVQOV
BevloikEG EVWOEIG oV ikTEPO (KITPIVOG XpWHATIONOG ToUu OEPUATOG Kal |€ival onuavTikn.
WV MaTiov) o€ veoyévvnta Hwpd (nAikiag PExpl 4
MNa napadeiypa: €BdopAdwv).
Bev{oikd vaTpio (E 211)
Bevloiko kaAio(E 212)
BevluAikn aAkoOAn 09/10/2017 'O\eg AUTO TO PApHAKO NepiEXel X Mg BeVIUAIKAG

aAKoOOANG og kKABe <povada do6ong><povada
OYKOU><, Mou 100JUVaei Pe X
mg/<Bapoc><dyko>>.

H BevluAikr) aAKOOAN UMopEi va NpoKaAEoEl
aAAepyIKEG avTIOpACEIG.
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Ovopacia

BevqQuAikn aAKoOAN

Ava@smpnon

09/10/2017

030G Xopriynong Kartw opio

Ano oToPaTog,
NapevTePIKN

(Threshold)

Mndéev

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

H BevluAikr) aAkoOAn £xel ouvdedEi Pe Kivduvo
goBapwv avenBuPNTwWV EVEPYEIV
CUMNEPIANAUBAVOUEVWV AVANVEUTTIKWV
npoBAnuatwv (ovopalopevo «oUvdpouo Bapidg
avanvonc») os veapa naidida.

Mnv To XopnyeiTe aTo veoyvd aag (nAikiag péxpr 4
€BOONAdWY), EKTOC €AV TO GUCTNVEI O YIATPOG OAG.

H evdo@AERIa xopriynon TnG BevZUAIKAG aAKOOANG
EXEI OUOXETIOTEI e 0OPBAPEG avenIBUNNTEG
EVEPYEIEC Kal BavaToug og veoyva («ouvOpopo
Bapiag avanvong»). H eAaxioTn NogoTnTa TNG
BevTUAIKAG aAkOOANG aTNnV onoia Pnopei va
ed@avioTei ToEIkOTNTA devV €ival yvwaTh.

Mpocidonoinosig aTnv napaypago 4.4 tng NXxn
npEnel va napexovTal eav Xpnaolgonolsital os
veoyvda.

NEPYAPOVTOU (NEPIEXEI
BepyanTévio)

BevluAikn aAkoOAn 09/10/2017 Ano6 oTouaTog, Mndev Aev npenel va xpnoigonoleital 0TEPO ano |Augnuevog Kivduvog Adyw TNG CUGOWPEUONG OTA
NApeVTEPIKN Mia eBdoudada oe pikpa na KATw TwV 3 |HIkpd naidid.
ETWV), EKTOG €AV £TG EWEI 0 yIaTpoG i
0 (pappakonoldg oag
BevluAikn aAkoOAn 09/10/2017 Ano oToNaToC, Mndev SUMBOUAEUTEITE TO 0 (pappakonold oag
NapevTePIKN €4av €ioTe gyk €. AUTO eniIBAAAeTal dIoOTI
HEYAAEG NOCO VCUAIKNG aAKOOANG pnopolv
va ouaa T 0 OWMa 0ag Kal hnopei va
€NIBUUNTEG eVEPYEIEG (YVWOTEG WG
won»).
BevluAikn aAkoOAn 09/10/2017 Ano oTouaTog, Mndev TEITE TOV yIATPO 1| TOV PApUAKONoIo oag [MeydAol oykol npénel va xpnaoidonololvTal PE
NAapevTEPIKN EXeTE NNATIKN 1 VEQPIKN vOTo. AuTo BI10TI npoooxn kai pévo étav eival anapaitnTo, €1dIka
gXec noooTNTEG BeVIUAIKNG AAKOOANG HNopoUv  |0g acgBeveic he NNATIKn n vePppikr ducAsiToupyia,
a oXNUATIoToUV OTO OWUA 0ag Kal va NpokaAEgouv |AOyw KIvOUVOU CUCCWMPEUONG Kal TOEIKOTATAG
aveniBuunTeg evépyeleg (YVWOTEG wG «PeTaBoAikn  [(peTaBoAikr o€wan).
ofewan»).
BevQuAikn aAkoOAn 09/10/2017 Tonikn H BevlUAIKr) aAkoOAn PNopei va npokaA&éael fnio
Toniko €peBIoUO.
A1B&pio €Aaio Tonikn &v Mnopei va au&noel Tnv euaiobnaoia oto pwg UV Aev epappoleral 6Tav anodesikvUeTal 0TI OTO

(UOIKO Kal TEXVNTO NAIGKO GWG).

€\alo dev undapxel To BepyanTévio.
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Ovopacia

Bopiko o&U (kail Bopika)

Ava@smpnon

09/10/2017

030G Xopriynong Kartw opio
(Threshold)

‘O\eg 1 mg B/nuépa*

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

Mnv To Xopnynoete o€ naidi nAikiag KaTw TV 2
€TV, KABWG To PAPUAKO auTd NepPIEXEl BOpIo Kal
evdExeTal va ennpedosl apvnTIKA TN YOVIHOTNTA OTO
HEAAOV.

ZxoAia

* 1 mg B (Bopio) = 5.7 mg Bopikd o&U.

BAéne Q & A £yypago (EpwTOaAnavTrioswy)
(EMA/CHMP/619104/2013) yia NepaITéEPw
unoAoyiopoug.

MoooTnTa Bopiou ava nAikiakr opada nou Unopei
va ennpeacel apvnTIKa Tn yoviuoTnTa o€
nepinTwon unépBaong:

HAikia 'Op1o acPaleiag
< 2 €TV 1 mg B/nuepa

< 12 eT®V 3 mg B/nuépa

< 18 eT@V** 7 mg B/nuepa

> 18 eTV** 10 mg B/npépa

** To Nooo auTO PMNOPEl ENiONG va NPOKAAETE!
BAGBn aoto €uppuo.

Bopiko o&U (kail Bopikad)

09/10/2017

'O\eg 3 mg B/nuépa*

Mnv To xopn € @& naidi nAikiag kaTw Twv 12

ETWV, K T ako auTd nepiéxel Bopio Kai
EVOEXET pedoel apvnTIKA TN YOVIHOTNTA OTO
HE

* 1 mg B (Bopio) = 5.7 mg Bopiko o&U.

BAéne Q & A &yypago (EpwToanavTrnoswy)
(EMA/CHMP/619104/2013) yia NEPAITEPW
unoAoyIiopouc.

MoooTnTa Bopiou ava nAikiakr ouada nou PnopeEi
va €nNnPeAcel apvnTiKa Tn yovidoTnTa o€
nepinTwon unépBaong:

HAikia 'Opio acpalAegiag
< 2 ETWV 1 mg B/nuépa

< 12 etV 3 mg B/nuepa

< 18 gTWV** 7 mg B/nuépa

> 18 eTV** 10 mg B/npépa

** To Nooo auTo PNopEi ENioNg va NPoKaAEoel
BAGBn oto €uppuo.
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Ovopacia Ava@smpnon 030G Xopriynong Kartw opio NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV ZxoAia

(Threshold) Xpnotn

Bopiko o&U (kail Bopika) |09/10/2017 ‘O\eg 7 mg B/nuépa* [Mnv To xopnynoete og naidi nAikiag katw Twv 18 * 1 mg B (Bopio) = 5.7 mg Bopikd o&U.
€TV, KABWG To PAPUAKO auTd NepPIEXEl BOpIo Kal
evdExeTal va ennpedosl apvnTIKA Tn yovIHOTNTa oTo [BAéne Q & A £€yypa®o (EpwToanavrtrnoswy)
HEAAOV. (EMA/CHMP/619104/2013) yia NepaITéEPw
unoAoyiopoug.

Edv €ioTe €yKUOG, WIARCTE PE TO yIaTPO 0ag npiv
NAPETE AQUTO TO PAPHUAKO KABWG nepiexel Bopio nou [MocodTnTa Bopiou ava nAIKIAkn opada nou PNopeEi
pnopei va gival eniBAaBEg yia To Jwpo oag. va ennpeacel apvnTIKa Tn yoviuoTnTa o€
nepinTwon unépBaong:

HAikia 'Op1o acPaleiag
< 2 €TV 1 mg B/nuepa

< 12 eT®V 3 mg B/nuépa

< 18 eT@V** 7 mg B/nuepa

> 18 eTV** 10 mg B/npépa

** To Nooo auTO PMNOPEl ENiONG va NPOKAAETE!
BAGBn aoto €uppuo.

BpwvonoAn Tonikn Mndev Mnopei va np TOMIKEG OEPHUATIKEG
parimida enagpng).

BouTtuAudpo&uavicoAn (E Tonikn Mndéev aAECEI TOMIKEG DEPHATIKEG

320) goeIC (N.X. OgpuaTiTIdOa ENAPNG), 1 £peBIONO
aTIQ KAl TIG BAEVVOYOVOUG HEUPBPAVEG.

BouTuAIwpEVO UDPOEU- Tonikn Mndev Nnopei va NPoKaA€oel TONIKEG OEPHUATIKEG

TOoAOuOAIo (E 321) vTIdpacsic (n.X. depuaTiTida enaPng), rn epediopd

oTa PdATia Kai TiIG BAEVVOYOVOUG HENBPAVEG.

KnTooTeaTtuAikr aAkoOAn Tonikn Mnopei va NpokaA&éoel TOMIKEG OEPUATIKEG
oupnepIAdpBavopivng avTidpaceig (n.x. depuaTiTida enaeng).
KNTUAIKNG aAkoOAng

XAwpokpeoOAn Tonikn Mndev Mnopei va npokaA&éasl aAAePYIKEG avTIOPATEIG.
MapevTepikn
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Ovopacia

KukAode&Tpiveg

MNa napddeiyua:

Alfadex

Betadex (E 459)
Y-KUKAODEETpivVN
SouApoBouTuA-aiBEpac-B-
KUKAOOJEETPIVN
Hydroxypropyl betadex
Tuxaia pebuAiwpévn B-
KUKAOOEETpIVN)

Ava@smpnon

09/10/2017

030G Xopriynong Kartw opio

'‘OAeg

(Threshold)

20 mg/kg/nuépa

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

AUTO TO PAPHAKO MEPIEXEI X Mg KUKAOBEETPIVNG(EC)
oc KaBe <povada ddoNC><povada OykKou><, Nnou
100dUVapouV PJE X Mg/ <BAPOC><OYyKOo>>.

Mnv To XpnoigonoleiTe g€ Naidia nAikiag KATw Twv 2
ETWV, EKTOC €AV TO CUCTNOEI O YIATPOG 0ag.

KukAode&Tpiveg

MNa napddeiyua:

Alfadex

Betadex (E 459)
Y-KUKAODEETpivVN
SouApoBouTuA-aiBEpac-B-
KUKAOOJEETpPIVN
Hydroxypropyl betadex
Tuxaia pebuAiwpévn B-
KUKAOOEETpIVN)

09/10/2017

Ano6 oTopaTog

200
mg/kg/nuépa

KukAode&ETpiveg

MNa napadeiypa:

Alfadex

Betadex (E 459)
Y-KUKAODEETpIvN
S0oUAQOBOUTUA-aIBEPaAc-B-
KUKAOJEETPIVN
Hydroxypropyl betadex
Tuxaia pebuAiwpévn B-
KUKAODBEETPIVN)

09/10/2017

MapevTepikn

O1 KUKAODEETpIVEG €ival €kdoxa Mou Pnopouv va
€nNnpeacouV TIG 1I310TNTEG (ONWG N TOEIKOTNTA N N
digicduon aTo dEpua) TnG dPacTIKNG ouciag Kal
AoV Qapudkwyv. O¢uata acPaielag Twv
KUKAODEETPIVAOV €XxOUV ANQPBEi undwn Kata tnv
avanTuén kal Tnv a&loAoynon TnG acpaA&giag Tou
(PAPHAKEUTIKOU NPOIdVTOG Kal avagépovTal
oapwg ornv MXM.

Agv UNAPXOUV ENAPKEIC NANPOPOPIEG OXETIKA HE
TIG eENIdPACEIG TwV KUKAODEETpIVWV oe naidid
NAIKiag < 2 €TwV. Q¢ €k TOUTOU N EKTiUNGN ToOU
KIvdUvou/opEAoug, Ba npénel va yiveral yia Kabe
aoBevr) EexwploTd.

Me Baon TIg HEAETEG O wa Kal TNV EUNeIpia oTov
avlpwno, dev avapévovTal eniBAaBeic enidpaceig
TWV KUKAODEETPIVWV O€ BO0EIG KATW TwV 20
mg/kg/nuépa.

Nopei va NpoKaAEoouV MENTIKA
G diappoia.

S € UWNAEG B0O0EIG, 0l KUKAOJEETPIVEG UMOPOUV va
NPoKaA&ooUV avaoTpeWIun didppola Kal S10YKwaon
OTO TUPAO oTa {wa.

Kal xpnon yia >
2 €Bdouadeg

Eav €xeTe veQpIKN VOO0, MIANCTE HE TO YIATPO 0ag
npoToU AGBETE auTO TO PAPHAKO.

Ze naidia nAikiag KATw TWV 2 ETWV, N XAUNAOTEPN
onelpapaTikn AeiToupyia pnopei va npootaTtelaoel
ano veppikn ToEIkOTNTa, aAAd pnopei va
odnynoel g uwPnAOTePa enineda KUKAOSEETPIVOV
oTo aipa.

>e aoBeveig Pe NETPIA WG goBapr VEQPIKN
ducAeiToupyia pnopei va napouciacTei
OUOOWPEUOT KUKAODEETPIVV.
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Ovopacia

AIpeOUAOCOUAPOEEIDIO

Ava@smpnon

Tonikn

030G Xopriynong Kartw opio

(Threshold)

Mndéev

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

Mnopei va sival epeBIaTIKO Yia To déppa.

ZxoAia

A16avoAn

Ano oToPaTog,
NapevTePIKN

AiyoTEPN anod
100 mg ava
doon

AUTO TO (PAPUAKEUTIKO NPOIOV MEPIEXEI HIKPEG
noooTNTEG a1BavoAng (aAkooA), HikpoTepn ano 100
mg ava <doon>.

H dnAwon auTr) kaBnouxalel Toug YOVEic kal Ta
naidia oxeTIKA PE Ta XaunAd eningda Tng
aAKoOANG OTO MPOoIoV.

A18avoAn

Ano oToNaToC,
NapevTePIKN

100 mg ava
do0n

To (PAPUAKEUTIKO AUTO MPOIOV NEPIEXEI .... OYKOUG
% aiBavoAng (aAkooAn), dnA. PExp! ....mg ava
<do6on>, 100dUvapo He ....ml ynupag, ....ml kpaaoi
ava <doon>.

EnmBAaBEG yia ekeivoug ol onoio % v ano

AaAKOOAIGUO.

€ Yyuvaikeg eykloug n
nAou Kivouvou
vooo N emAnyia.

Mpénel va Aappaveré
OnAadouoeg, naidid k
ONwG ol acOeVei¢ J&

ZTO (UAAO 0dNYI®V NPEMEI VA avapEPETAl O
1003Uvapog 0ykog unupag n kpaaoiou,
UNOAOYIGHEVOC OVOUAOTIKA BEwp®vTag 5% kal
12% kaTt’ dykov aAkoOAn, avTioToixa.

ZexwploTEG dNAwaelg npoeidonoinong UNnopei va
xpeialovral og diapopa PEPN Tou PUAAOU
odnylwv yia Tov XpnRaoTn.

A16avoAn

Ano oToPaTog,
NapevTePIKN

3 g ava doon

To @apuakey ufb Npoidv nepiéxel ...kaT’ dykov
% aiBavg ng), dnA. HEXPI ....mg ava
<300 apo pE ..... ml pnupag, ...... ml kpaci
ave 00

yla ekeivoug ol onoiol nasyouv ano

pénel va AapBaveral undyn o€ yuvaikeg eykUoUG N
OnAadouoeg, naidid kal opadeg uwnAou KivaUvou
ONwG ol aoBeVEIC e NNATIKR VOOO 1 enAnyia.

H nooodTtnTa TNG aAKOOANG OTO (PAPHAKEUTIKO auTod
npoiov unopei va JeTaBAAAEl TIG EVEPYEIEG AANWYV
(PAPHUAKEUTIKWV MPOiOVTWV.

H noodTtnTa TNG aAKOOANG OTO (PAPHAKEUTIKO auTod
npoiov unopei va diatapa&el Tnv IkavoTnTag oag yia
odrynon f Xpnon pNXavov.

®opHaAdelidn

Tonikn

Mndéev

Mnopei va NpokaA&éoel TOMIKEG OEPUATIKEG
avTidpaceig (n.x. depuaTiTida enaeng).

DopHaAdeilidn

Ano oToNaTOq

Mndev

Mnopei va npokaAéagel aTouaxikn diatapaxn kai
diappoia.
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Ovopacia

ApouaTa nou NePIEXouv

aAAepyloyova*

(BA&éne napaprtnua)

Ava@smpnon

09/10/2017

030G Xopriynong Kartw opio

Tonikn

(Threshold)

Mndéev

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

AUTO TO (PAPUAKO MEPIEXEI APWHA HE
<aMAepyloyovo(a)>*.

<AM\epyloydva>* pnopei va npokaAegouv
aAAepYIKEC avTIOPACEIC.

*< >: aA\epyloydva apwpaTwV nou
napaTiBevTal oto napapTnua.

EninpdoBeTa and TiG aAAepyIKEG avTIOPACEIG O
€UaIoONTONOINUEVOUG AOBEVEIG, Ol [N
guaiobnTonoinuévol acBeveic pnopei va yivouv
€uaiodnTonoinuEvol.

H BevluAikr) aAkooAn napaTiBsTal w¢ £va ano Ta
26 aAAepyloyova apwpaTa aAAa pnopei eniong va
XpnoigonoinBei kar wg €kdoxo. ‘Otav n BevluAikn
aAkoOAn xpnoiyonoigiTal wg €kdoxo (eninpdobeTa
r OX! EVOC ap®uaTog), IoxUEl n oruavon Tou
€kdOXO0U.

AUTO TO QPApPHAKO MEP]E
KaBe <povada 560
I00dUVaei ue X m

®pouKTOgn 09/10/2017 Ano oTouartog, Mndéev
NapevTePIKN

®pouKkTOgn 09/10/2017 Ano oToUaTog Mndev

®pouKkTOgn 09/10/2017 EvdopAeBing (IV) |Mndév

H aBpoloTikn €nidpacn Tng cuyxopnynong
NPOoIOGVTWY Mou NEPIEXOUV PPOUKTOTN (N
copRITOAN) Kal Ye TNV dIATpoPn NpoOcAnywn
PPOUKTOLNG () copPITOANG) Npénel va
AapBavovTail unoyn.

And oTONATOCG PAPHUAKEUTIKA NPoidvTa nou
XpnoigonoloUvTal cuxva n yia pakpoxpovia
Xprnon, n.x. yia dUo €BOOPAdEC 1 NEPICCOTEPO.

av eoeig (7 To Naidi 0ag) EXeTe KANPOVOUIKN
uoavegia aTnv epoukTdln (HFI), pia onavia
veveTikn diatapaxn, €osgic (i To naidi oag) dev
npénel va Aapete auto To pappako. O1 acBeveig pe
HFI dev pnopouv va dilacnacouv TV ppoukToln
nou nepiEXETal 0€ AUTO To PAPHAKO, Kal Pnopei va
npokANBoUV coBapec aveniBUPNTEG EVEPYEIEG.

MpEnel va evUEPWOETE TOV yIaTpO 0ag npiv Tn
ANwn autoU Tou Qpappdakou eav eosic (1 To naidi
oac) éxete HFI A eav 1o naidi oag dev pnopsei nAéov
va AapBavel yAuka gaynTtd r) noTa neidn
napouoialel, Taon yia EUETO ) EUETO, A EXEI
ducapeoTeg ENIdPATEIC ONWG POUTKWHA
(Tunaviopoc), KPAPneg oTo oTouaxi n diappolia.

STouC aoBeveig pe kAnpovouikr ducavegia oTnv
@PouUKTOln (HFI) dev npénel va Xopnyeital auto
TO (PAPHAKO EKTOC €AV €ival anoAUTwG
anapaiTnTo.

Mwpd kai veapd naidia (nAikiag Katw Twv 2
E£TOV) UNOPEI va PNV £xouv akoun diayvwoTei pe
kAnpovouikn ducavegia aTnv @poukToln (HFI).
®dapuaka (Mou nepPIEXOUV PPOUKTOZNn) oTav
xopnyouvTal evOoPAeBiwg unopei va ival
aneiAnTika yia Tn {wn kai npénel va
avTevdEiKvVUVTal YI AUTOV Tov NANBUCOHO €KTOG €AV
undpyel anapaiTnTn KAIVIKR avaykn kai dgv
UNApXouV AAAEG eVaAAAKTIKEG EMIAOYEG.

MANPEG 10TOPIKO avapopika KE Ta CUPNTWHATA
TnG HFI npénel va AapBaveral anod kabe acBevn
npiv Tou XopnynOsi To OUYKEKPIPNEVO PAPHAKO.
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Ovopacia

®pouKTOgn

Ava@smpnon

09/10/2017

03566 Xopriynong

Ano oToPaTog,
napevTepIkn (EKTOG
v)

Karw opio
(Threshold)

5 mg/kg/nuépa

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

Edav o yiaTpo¢ oac, oag £xel nel OTI £0€ig () To naidi
0ag) €xete duoavetia os opioPEva oakxapa, n av
£xeTe dlayVWOTEl JE KANpovouikn ducavegia atnv
@POUKTOZN (HFI), hia ondavia yeveTikn diatapaxn
oTtnv onoia kanolog dsv pnopei va diacndacel TV
(PPOUKTOLN, EVNUEPWOTE TO YIATPO 0AG €AV £0tig (A
To naidi oag) naipvere R AapBavers autd TO
@apuako.

AcBeveic pe kKAnpovopikr duoavegia oTnv
@PouKTOlN (HFI) dev npénel va naipvouv/n va
TOUG XOPNYEITAl AUTO TO PAPHAKEUTIKO MPOioV.

Tpoxiokol kai
Haocwpeva diokia

FaAakrtoln Ano oToNaToC, Mndev Av 0 yIaTPOG 0aC, 0aG EXElI EVNUERWOEI OTI EXETE MpoTaon yia NXM: O1 agBeveic pe onavia
NapevTePIKN duoavegia yia opiopéva oakxapa, KAnpovouika npoPAnuarta ducavegiag atn
TOV yIaTpO 0ag npiv va NdpeTe @ yaAakTtoln n.x. yalakrtolaipia <f Kakn
(PAPHAKEUTIKO MPOiodv. anoppo®nan yAukolng-yaAaktolng> dev npenel
va ndpouv auTto To GpApPako.
FaAakToln Ano oTouartog, 59 Mepigxel X g yahakToln
NapevTePIKN AauBaveral unoyn
diapnTn.
FAukoln Ano6 oTopaTog Mndev odg £xel evNUEPWOEI OTI £XETE MpoTaon yia MNXM: O1 agBeveic pe onavia kakn
a odkxapa, eNIKOIVWVNOTE PE |anoppo®non YAUKOZNG-yaAakTolng Oev npenel va
pIV va NApeTE AuTO TO napouv auto To QpAapuako.
poiov.
FAukoln Ano oTouaTog, 59 g YAukoZn avd doaon. AuTo npenel va
NAapevTEPIKN €TAl UNOYN Og agBeveig e oakxapwdn
n.
FAukoln Mooipa uypa, Mndev nopei va sivar eniBAaBeg yia Ta dovTia. O1 nAnpogopieg npenel va nepiAn@douv povo

OTAV TO PAPHAKEUTIKO MPOidV PNopei va
npoopileTal yia xpovia xpnon, n.x. yia duo
£BOONAdEC ) NEPIOCOTEPO.

FAukepivn (E 422)

Ano6 oTopaTog

o

ava doon

Mnopei va npokaA€éoel NOVOKEPAAO, aToUaxIKn
diaTtapayn kai didppoia.

FAukepivn (E 422)

OpBikn

lg

Mnopei va €xel UNAKTIKN EVEPYEIQ.
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Ovopacia

Hnapivn (wg £k30x0)

Ava@smpnon

03566 Xopriynong

MapevTepikn

Karw opio
(Threshold)

Mndéev

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

Mnopei va npokaAéoel aAAepYIKEG avTIOPATEIC Kal
HEIWPEVEG KATAPETPAOEIG alJoopalpiwy, Npdyua 1o
onoio pnopsi va ennpsaacel To cUoTnUa nR&nG Tou
aipaTog. O1 agBeveic pe 1I0ToPIKO AAAEPYIKWV
avTidpacewy, ol onoieg NpokAnBnkav and nnapivn,
npé&nel va anopuyouv TNV Xpron Twv ¢apudkwy, Ta
onoia nepiExouv nnapivn.

ZxoAia

sugar)

TpOXioKoI Kal
pHacwpeva diokia

IpBepTocakyapo (invert Ano6 oTopaTog Mndev Av 0ac eVNUEPWOE O YIATPOC OAGOTI EXETE MpoTaon yia NXM: O1 agBeveic pe onavia

sugar) KAnpovouika npoBAnuaTta duoaveiag epoukTolng
I KAknG anoppopnong YAUKOZNG-yaAakTolng dev
npeEnel va napouv auTtd To pAapuako.

IpBepTocakyapo (invert Ano oTouaTog 59

sugar)

IpBepTocakyapo (invert MNooipa uypa, Mndev Mnopei va &ivi IBAaBEc yia Ta dovTia. MANpo@opiec o1 onoieg npénel va nepIAn@Bolv

HOVOo OTav TO PAPUAKEUTIKO Npoidv pnopei va
npoopileral yia xpovia xpnon, n.x. yia duo
€BOONAdEG ) NEPIOOOTEPO.

AakTiToAn (Lactitol, E
966)

Ano oToNaTOq

Mndev

MpoTaon yia MXM: O1 aoBeveig pe onavia
KAnpovouika npoBAnuara ducavegiag otn
PPOUKTOln , duoavegiag otn yalakToldn,
yaAakTolaipia n kakn anoppdenaon yYAUKOZng-
yaAakTolng Sev NpEnel va napouv auTo To
(pappako.

AaxkTiToAn (Lactitol, E Ano6 oTopaTog 1 Mnopei va £xel NMia UNAkTIKN evEPyElQ.

966)
Evepyelakn a&ia 2,1 kcal/g lactitol.

AakToln Ano6 oTopaTog Mndev Av 0 yIaTpOC 0aC, 0ag EVNHEPWOE OTI EXETE MpoTaon yia NXM: O1 agBeveic pe onavia
duoavegia o€ oploUEVA 0aKXapa, ENKOIVWVAOTE Je  [kAnpovopikd npoBAnuaTta ducavegiag oTn
TOV YIATPO 0Ag NIV NAPETE AUTO TO PAPHUAKEUTIKO  [yaAakToldn, nAnpn avendpkeia AaKTAaong f Kakn
npoiov. anoppo®nan yYAukolng- yaAakTolng dev npenel

va ndpouv auTto To GpApPako.
AakToln Ano oTouaTog 59 Mepigxel X g AakTolng (x/2 yAUKOZNnG kai x/2

yaAakTolng) ava ddon. AuTo npénel va Aappaveral
unoéwn oe acBeveig he oakxapwdn diaBnTn.
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Ovopacia

Aate§
®duoiko EAaoTiko (latex)

Ava@smpnon

030G Xopriynong Kartw opio

'‘OAeg

(Threshold)

Mndéev

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

O nepIEKTNC TOU PpappakeuTikoU autol npoiovTog
nepiExel EAAoTIKO AATEE. Mnopei va npokaA&oel
ooBapéc aAAepyIKEC avTIOPATEIG.

'OxI €va Tuniko €kd0X0, AAAA pia nposidonoinon
BewpeiTal avaykaia.

MoAuo&uAiIwPEVO KikEAAIO
MoAuo&uAiwpévo KikEAalo
USpPOYOVWHEVO

MapevTepikn

Mndéev

Mnopei va npokaAéoel coBapeG aAAEPYIKEG
avTidpaceiq.

MoAuoSuAiwpévo KikEAalo
MoAuo&UAIwHEVO KiKEAAIO
uSpoyovwHEVO

Ano oToNaTOq

Mndev

Mnopei va npokaAéael aTouaxikrpdiarapayn kai
diappoia.

MoAuo&UAIWHEVO KIKEAAIO
MoAuoSuAiwpévo KikEAalo
USPOYOVWHEVO

Tonikn

Mndéev

avTIdpAoelG.

Mnopei va npokaAéagl de

MaATiToAn (E 965)
(maltitol)

IoopaATiToAn (E 953)
(isomalt)

MaATiToAnG uypo (maltitol
liquid, aiponi
udpoyovwuevNg YAUKOZNG)

Ano oToNaTOq

Mndev

MaATiToAn (E 965)
(maltitol)

IoopaATiToAn (E 953)
(isomalt)

MaATiToAnG uypo (maltitol
liquid, aiponi
udpoyovwuevNg YAUKOZNG)

Ano oToNaTOq

10 g

odg evnuEpWOE OTI EXETE
a 0akxapa, €niKoIVWVNOTE HE
pIV va NApETE AUTO TO
poidv.

MpoTaon SPC: O1 agBeveig pue onavia
KAnpovouika npoBAnuara ducavegiag oe yAukdln
dev Npenel va NApPETE AUTO TO PAPHAKO.

Nnopei va €xel Nnia UNAkTIK EVEPYEID.

Oepuidikn a&ia 2,3 kcal/g <maltitol> <isomaltitol>.

MavviToAn (E 421)

Ano oToNaTOq

10 g

Mnopei va €xel Nnia UNakTIKr evépyela.

OpYAavIKEG EVAOEIG
Y3dpapyupou

MNa napddeiyua:
Ociopepoaln
NITpIkdG/0EIkOG/BoPIKOG
®aivuAudpapyupog

O@OaApIkn

Mndev

Mnopei va npokaA&éasl aAAePYIKEG avTIOPACEIG.

AeiTe EMEA Public Statement, 8 July 1999, Ref.
EMEA/20962/99
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Ava@smpnon

Ovopacia

OpYAVIKEG EVAOEIG
Y3papyupou

MNa napadeiypa:
Oclopepoain
NITPIKOG/0EIKOG/BOPIKOG
®aivuAudpapyupog

030G Xopriynong Kartw opio
(Threshold)

Tonikn Mndéev

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

Mnopei va NpokaA&éoel TOMIKEG OEPUATIKEG
avTidpaoceig (n.x. deppaTiTida enaeng) Kai
anoxpwuaTiouo.

AUTO TO PAPUAKEUTIKO NPOIOV NEPIEXEI
I eival duvaTov
aAAepYIKN

Acgite EMEA Public Statement, 8 July 1999, Ref.
EMEA/20962/99

€pooov €0€ig n To naidi
0drnoTe NpoBAnua
€pBoAiou.

MpooBeTN ppacn os nepinTwaon eUBOAiwV.

MNa napddeiyua:
Y3po&uBevloikog
alBuAeoTépag (E 214)
Y3po&uBevloikog
a1BuAeaTEpag-Bevioikd
vartpio (E215)
Y3po&uBevloikdg
NPOMNUAECTEPAG
MponuAudpo&u-Bevloikd
varTpio
YOpo&uBevloikog
peBuleaTepacg (E 218)
MeBUAUSPOEU- Bev(oikO
vartpio (E 219)

€l NPOKAAECEl AAAEPYIKEC avTIOPACEIG

OpYAVIKEG EVROOEIG MapevTepikn Mndéev
Y3papyupou (B€lopePOAAN) WG oUVTNPNTIKO
<eoegic/To naidi oag> va ekdNAw
MNa napadeiypa: avTidpaaon. MNeiTe oTo yiaTpd oa
Ociopepoaln 0ac> £XeTe/EXEl ONOIAdAMOTE Y
NITPIKOG/0EIKOG/BOPIKOG
®aivuludpdpyupog
OpYAVIKEG EVROOEIG MapevTepikn Mndéev EVNUEPWOTE TOV YIQ
Y3papyupou 0ag avTINETWNNOATE
uyeiac peta a
MNa napadeiypa:
Oclopepoain
NITPIKOG/0EIKOG/BOPIKOG
®aivuAudpapyupog
Mapaiidpogu-BevloikeEg Ano6 oTopaTog Mndev
EVOOEIG KAl Ol EOTEPEG O@OaApIkn aMov pe kabuaTépnan).
TOoUG Tonikn
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Ovopacia

EVOOEIG KAl Ol EOTEPEG
TOUug

MNa napddeiyua:
Y3po&uBevloikog
alBuAeoTépag (E 214)
Y3po&uBevloikog
a1BuAeaTEpag-Bevioikd
vartpio (E215)
Y3po&uBevloikdg
NPONUAECTEPAG
MponuAudpo&u-Bevloikd
varTpio

YO po&uBevloikog
peBuleaTepacg (E 218)
MeBUAUBPOEU- Bev(0ikO
vartpio (E 219)

Mapaiidpogu-BevloikeEg

Ava@smpnon

030G Xopriynong Kartw opio

MapevTepikn
Eionveopevo

(Threshold)

Mndéev

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

Mnopei va npokaAéoel aAAePYIKEG avTIOPATEIC
(mBavov pe kabuaTepnon) Kal og EAIPETIK
nepinTwaon, Bpoyxodonaouo.

PWOPOPIKOV

daivuAaAavivn 09/10/2017 'O\eg Mndev
A10pOwTIKO
19/11/2018

PuBuioTikO d1aAupa 09/10/2017 O@BaAAUIKN Mngev

To papuako IEXEI X Mg @alvuAaAavivng os
Kabe <p a ><povada dykou><, nou
1000U mg/<Bapog><oyko>>.

ahavivn ynopei va gival eniBAapng eav
vUAKeTOovoupia (PKU), pia onavia yeveTikn
XN oTnv onoia n gaivuiaAavivn
wpeveTal, d10TI TO CWHA OeV PNOpPEI va TNV
nopakpuvel pualoAoyikd.

AUTO TO (PAPHAKO MEPIEXEI X Mg PWOPOPIKA alata
oc KaBe <povada ddoNc><povada Oykou><, Nnou
100dUVapoUV HE X Mg /<BApoG><Oyko>>.

Eav uno@epeTe ano goBapr BAGBn oTo dlauyEg
OTPWHA OTO UNPOCTIVO HEPOG TOU 0pBaApoU
(kepATOEIdNC XITWVAG), Ta PWOPOPIKA AAATA PMNOPEI
o€ NoAU OnNAvIeG NEPINTWOEIG VA NMPOKAAETOUV BOAEG
KNAidec oTov kepaToeldr AOyw TNG CUCOWPEUONG
aoBeoTiou kaTda Tn didpkela Tng Bepaneiag.

AvTiogToixn dnAwaon otnv MNXM ortnv EvornTa 4.8
(AvenmBUUNTEG EVEPYEIEG):

"MepINTWOEIG AOBETTONOINGNG TOU KEPATOEIDOUC
€xouv avapepBei NoAU onavia oe ouvduaouo He
TN XPAoN oPBAANIK®V OTAYOVWY MOU MEPIEXOUV
PWOQOPIKA aAaTa o€ PEPIKOUG aoBeveic e
ooBapéc BAABeg aTov kepaTosidn".
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Ovopacia

Ava@smpnon

030G Xopriynong Kartw opio

MapevTepikn

(Threshold)

AlyoTepo and 1
mmol ava doon

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

To papuako auTod nepIEXel KAaAlo, AlyoTepo anod
1immol (39 mg) ava <ddon>, dnA. oucIacTIKA
«gNeUBePO KAAIO»

O1 NAnpoopieg ouvdEovTal HE TO KATWTEPO OPIO
To onoio BacileTal oTn GUVOAIKRA noodTnTa Tou K*
OTO (PAPHAKEUTIKO MPOiodV.

Id1aiTepa oxeTileTal YE NPoIOVTA, TA onoia
XpnoigonoloUvTal og NaidiaTpikeg dOOEIg,
NPOKEINEVOU va AapBavouv NAnpopopieg ol
ylaTpoi kai va kabnouxalouv ol YOVEIG OXETIKA HE
To KaTW OpI1o Tou K* 610 npoidv.

To pdappako auTod nepiexel Xmmol (i WYmg) kaAiou

KaAio Ano6 oTouaTog, 1 mmol ava
NApeVTEPIKN doaon
KaAio EvoopAeBing (IV) (30 mmol/I

l 4
'@ IEXEl X Mg

1520) kal EOTEPEG TNG
nponuAevoyAukoOAng

NapevTePIKN

MponuAevoyAukoAn (E 09/10/2017 ‘O\eg 1 mg/kg/nuépa
1520) kal EOTEPEG TNG o€ KGBe <povada doong
nponuAevoyAukoOAng dQU><, MoU 100dUValEl PE X
NMponuAevoyAukoAn (E 09/10/2017 Ano6 oTouaTog, 1 mg/kg/nuépa DPO 0ag €ival NAIKiag KaTw Twv 4 Juyxopriynon He onolodnnoTe unooTpwua
1520) kal E0TEPEG TNG NApeVTEPIKN ‘ 10wV, EVNHEPWOTE TO YIATPO | TO aAKOOAIKNAG apudpoyovaaong onwg n aiavoin
nponuAevoyAukoAng P@Priakonold oag npiv Tou dWOETE AUTO TO Mnopei va npokaAéoesl coBapeg aveniBupunTeg
papuako, 181aiTepa €av oTo pwpd XopnyouvTai Ki EVEPYEIEC OTA VEOYVA.
GAAa QpApuaka Nou NePIEXOUV NPONUAEVOYAUKOAN 1)
aAkoOAN.
NMponuAevoyAukoAn (E 09/10/2017 Ano oToPaTog, nuépa|Eav To naidi oag gival KAtw TwWV 5 Xpovav, Suyxopnynon He onolodnnoTe undéoTpwua
1520) kal EOTEPEG TNG NapevTePIKN EVNMEPWOTE TO YIATPO ) TO PAPHUAKONOIO 04 NPV [aAKooAIKAG apudpoyovaong onwg n aibavoAn
nponuAevoyAukoAng Tou dWOETE auTO TO PAppako, 1d1aiTepa eav Hnopei va npokaAéoel coBapeg avenBUPNTEG
XPNoIKonolEl KI AAAa (pApUaka nou nePIEXoOUV EVEPYEIEG OE NAIdIA KATW TWV 5 €TWV.
NPONUAEVOYAUKOAN 1 aAkoOAN.
MponulAevoyAukoAn (E 09/10/2017 Ano oTouartog, 50 mg/kg/nuépa|Eav eioTte €ykuog n eav BNAALeTe, Punv napete autd |Evo dev €xel kaTadeixBei OTI n

TO (PAPHAKO EKTOC €AV GUCTNVETAI Anod ToV yIaTpo
oac. O yiaTpdg oag pnopei va dIeEayel NepaITEPW
€AEYXOUG VW NAIPVETE TO PAPHAKO.

NPONUAEVOYAUKOAN npokaAei To§IkdTNTa aTNnV
avanapaywyikn ikavoTnTa r otnv avanTtu&n, oe
{wa r og avBpwnoug, UNopei va nepacel aTo
£UBpUO Kal £xel BpeBei 0TO yaAa. Suvenwg n
X0Prynon NPonuAevoyAUKOANG OTIG £YKUEG I O€
aoBeveic nou BnAadlouv, npénel va aloAoyeital
KAaTa nepinTwaon.
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Ovopacia

MponuAevoyAukoAn (E
1520) kal EOTEPEG TNG
nPonuAevoyAukoOAng

Ava@smpnon

09/10/2017

030G Xopriynong Kartw opio

Ano oToPaTog,
NapevTePIKN

(Threshold)

50 mg/kg/nuépa

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

Edv ndoxeTe anod nnarikn r VEQPpPIKN vodo, Unv
NAPETE AUTO TO PAPHUAKO EKTOG €AV 0AG TO CUCTNOEI
0 yIaTpo¢ aac. O yiaTpo¢ oag pnopei va dlevepynoel
NeEPAITEPW EAEYXOUG EVW NAIPVETE AQUTO TO
(PApHaKo.

ZxoAia

IaTpikn napakoAouBnon anaiTeitar oToug
aoBeveig e NNATIKN 1 VEPPIKN SucAsiToupyia
J10TI dIAPOPEC avenIBUPNTEG EVEPYEIEC, MOU
anodidovTal aTnv NponuAeEVOYAUKOAN €xouv
avagepBei, onwc veppikn ducAsiToupyia (o&eia
owAnvapiakn vekpwan), o&eia VeEPpIKN
avendapkela kal nnaTikn dugAeiToupyia.

1520) kal E0TEPEG TNG
nponuAevoyAukoAng

dEPHATIKO €PEBIOUO.

Mnv xpnaoiydonolgiTal autd To @ApPAKo o Jwpd
NAIKIag KATw TwV 4 €BOONAdWY PE AVOIKTEG NANYEG
1 MEYAAEG TPAUUATIOUEVEG NEPIOXEC N MEPIOXEG ME
BAGBeg Tou dEpuaTog (ONWG KawipaTa) xwpig va
EVNMEPWOETE TO YIATPO | TO PAPHUAKONOIO 0ag.

NMponuAevoyAukoAn (E 09/10/2017 Ano6 oToPaToC, 500 H nponuAevoyAukoAn o€ auTO To pApuako pnopei  |MoIKIAEC aveniBUPNTEG EVEPYEIEC, ONWG
1520) kal EOTEPEG TNG NapevTePIKN mg/kg/nuépa va €xel TIG iDIEG ENISPACEIG ONWG4 KATAVAAWON UNEPOCHWTIKOTNTA, AGKTIKI 0EEWAON; VEPPIKN
nponuAevoyAukoAng aAKOOA kal va au€nosl Tnv nibav a ducAeiroupyia (o&sia cwAnvapiakn vékpwan),
aveniBuunNTWV EVEPYEIWV. oEeia veppikn avendpkela; kapdloToEIkOTNTA
(appuBuia, unotaon); dlATAPAXEG TOU KEVTPIKOU
Mnv XpnoiJonoIgiTe auTd M € naidia veupikoU ouaTnuaTog (KaTtabAiyn, Kwua,
NAIKIag KATw TV 5 &ov. EMIANATIKEG KPIOEIG); AVANVEUOTIKI KATAGTOAN,
duonvoia; nnaTikr SuCAEIToupYia; aldoAUTIKN
XpnoiponolgioTe au % puako poOvo gav avTidpaon (evdoayyelakn aigoAuon) Kai
OUCTNVETAl anage, Y1aEpo/oac. O yiaTpoG oag Pnopei|aigoagalpivoupia; ) MOAUCUOTNHIK
va dIEvepYN o8 £pW EAEYXOUC EVW MAIPVETE ducAeiToupyia opyavwy, £xouv avapepBsi pe
auTo To G UWNAEG BOOEIC I UE NapaTeTAPévn Xpnon
NPONUAEVOYAUKOANG.
Enopévwg d60eIc uwnAoTepeG anod 500
mg/kg/nuépa pnopouv va xopnyouvTtal os naidia
> 5 eTwv aA\aG B8a npenel va eEstalovTtal kaTta
nepinTwaon.
O1 avenBUPNTEG EVEPYEIEG OUVRBWG
avaoTpEPOVTal YETA TNV Anodakpuvaon TNG
NPONUAEVOYAUKOANG Kal O NEPIOCTOTEPO CORAPEG
NEPINTWOEIG HETA TNV AldodIUAuGN.
H 1aTpikn napakoAoUBnaon €ival anapaitnTn.
NMponuAevoyAukoAn (E 09/10/2017 AgpuarTikn 50 mg/kg/day [H nponuAevoyAukOAn WNopei va npokaA&oel
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Ovopacia

Ava@smpnon

030G Xopriynong Kartw opio

(Threshold)

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

ZxoAia

MponuAevoyAukoAn (E 09/10/2017 AEPUATIKN 500 H nponuAevoyAUKOAN PMNopEi va NpoKaAETel
1520) kal EOTEPEG TNG mg/kg/nuépa €peBIOPO Tou dEPUATOG.
nPonuAevoyAukoOAng
Eneidf autd To pApHUaKo NepPIEXEI
NPONUAEVOYAUKOAN, UNV TO XPNOILOMOIEITE OE
AVOIKTEG NANYEG N O HEYAAEG TPAUUATIONEVEG
NEPIOXEC N MEPIOXEG ME BAGBEC Tou dgpuaTog (Onwg
KayigaTa xwpig va evnUEPWOETE TOV yIATPO 1| ToV
(pappakornold oag.
ZnoapéAaio 'O\eg Mndev Mnopei va npokaAéoel coBapeg a YIKEG
avTIdpAoelG.
Narpio 09/10/2017 Ano oTouartog, AiyoTEPO anod To @AapPako auTo NePIEXE! 1 mmol 1 mmol vaTtpiou (Na) = 23 mg Na = 58.4 mg
NapevTePIKN 1mmol (23mg)/ |vaTpiou (23 Mg) avap<uo donG><povada aiatog (Nacl).
<doon> Oykou>, €ival auto n Uue «eAeliBepo
vaTpiou». O1 nAnpogopieg oxeTiovTal pe €va oplo
Baciopévo oTn GUVOAIKA NocdTNTa vaTpiou OTO
(PAPHAKEUTIKO MPOiodv.
Eival 181aiTepa onpavTiko yia npoidvTa, Ta onoia
XpnoldonolouvTtal oe naidid r o€ aceveig oe
dlaTpo®r YE XaunAn NeEPIEKTIKOTNTA vaTpiou,
WOTE ol yIaTpoi va AapBavouv nAnpogopieg Kai ol
yoveic n aoBeveic va kabnouyalovTal OXETIKA HE
TO XaunNAO €ninedo vaTpiou oTo NPOIoV.
Narpio 09/10/2017 Ano oToPaTog, 1 mm 0 PAapuako auto nepIExel X mg vaTpiou (KUplo Ma napevTepikG OKEUAONATA UE MOIKIAEG DOOEIC
NapevTePIKN (23,mg) ouoTaTIKO payelpikoU/eniTpanefiou aAaTog) os Kabe [vatpiou (n.x. ge Bacn To BaApog) n docon Tou
00 <povada doonc><povada oykou>. AuTO IG0dUVAlEi |NEPIEXOUEVOU vaTPIOU PMNOpPEl va ekppacTei o€ mg
HE to Y% TNG OUVIOTWHEVNG PEYIOTNG NUEPNOIAG ava @iaAidio.
npOcANWNG vaTpiou Pe TNV diaTpo®n yia evav
evnAika. MpoTevopevn diatunwaon yia Tnv MXM:
“AUTO TO PAPHUAKEUTIKO NPOIOV NEPIEXEI X Mg
vaTpiou ava <povada doong>,nou Iocoduvayei Je
y% TNnG ouvioT®WPeVNG and Tov MNOY peyioTng
nUeEPNOIag NPOcANWNG 2 g vaTpiou HECW
diaTpo®ng, yia €vav eviAika.”
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Ovopacia

Narpio

Ava@smpnon

09/10/2017

030G Xopriynong Kartw opio

Ano oToPaTog,
NapevTePIKN

(Threshold)

17 mmol

(391 mg) oTn
MEYIOTN
nuepnoia déon

NMAnpogopieg yia To ®UAA0 O3nyI®V yia Tov
XprioTn

EvnNUEPWOTE TOV 1TPO I TOV PAPUAKOMOIO 0ag €AV
XPEIAleoTe <Z> 1 NEPIOOOTEPEG <pPovVAdeG ddong>
NUEPNCIWG yia pia napateTapévn nepiodo, €1dIKA
€4V 0aG €xouv OUMPBOUAEWEI va akoAouBnoeTe diaita
HE XaunAn npdoAnyn dAartog (vatpiou).

AUTO eappoleTal HOVO OE NPoidvTa yia Ta onoia
n evdeikvuopevn doooAoyia eniTpénel Afyn Tou
npoiodvTog o€ Kadnuepivn Baon yia >1 unva n
enavaiapBavopevn Xpron yia nepiocoTepo anod 2
HEpeg kABe gRdopdda.

17 mmol (391 mgq) eival nepinou 20% Tng and
Tov MOY ouvIOTWHEVNG WEYIOTNG NUEPNTIAg dOONG
npdoAnyng vaTpiou 2 g yia eVAAIKEG Kal
BewpeiTal OTI avTINPoowneUel «uyYnAO» vATpIo.

AuTO €ival eniong oXeTIKO yia Ta naidid onou n

HEYIOTN nuUEPNOIa NpocAnywn BewpeiTal OTI gival
avaloyikr JE auTh Twv evnAikwv Kal BaoileTal

OTIG EVEPYEIQKEG AVAYKEG.

<Z 300€IG> avtavakAouv Tov EAAXIOTO apiBuo
Twv povadwv 3060ng yia Tov ornoio To 6plo Twv 17
mmol (391 mg) smiITuyxaverai/uneppaiverar.
ZTpoyyuAonoinon nNpog Ta KATw OTOV KOVTIVOTEPO
aképaio apibuo.

MNa tnv NXMN n diatunwon Nou ava@EPeTal oTIC
ouoTaocelg Tng PRAC “1.3. Sodium-containing
effervescent, dispersible and soluble medicines —
Cardiovascular events”
(EMA/PRAC/234960/2015).
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Ovopacia

NarTpio AaoupuAoBeliko

Ava@smpnon

09/10/2017

030G Xopriynong Kartw opio
(Threshold)

AEPUATIKN

Mndéev

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

AUTO TO PAPHAKO MEPIEXEI X Mg AAOUPUAOBEIKO
vaTplo og kaBe <povada doong><povada

To naxog Tou SEPUATOC MOIKIAAEI onUavTIKa
avdaloya pe Tn B€0n Tou COPATOG KAl PE TNV

NapevTePIKN

A10pBWTIKO OYKOU><, Mou 100dUVAayEi PE TO X nAikia kal pnopei va gival £€vag onuavTikog
19/11/2018 mg/<Bapog><dykog>>. napdayovTag oTnv guaicbnaoia oto AdoupuAoBeiko
varpio.
To AaoupuloBelko VATPIO HNOPEI va NPOKAAEDE!
TOMIKEG OEPUATIKEG avTIdpacelg (ONw¢ aiobnua H suaiobnaoia oto AaoupuAoBelkO VATPIO MNOIKIAE
TOIUNAPATOG N KAWINATog) 1 va augnoel Tig eniong avaloya pe Tov TUNO TOU OKEUACGHATOG
OepHATIKEG avTIdOPACEIG Nou npokaAoUvTal and dAAa |(kal Tig emdpacelg AAAWV ekdOXwWV), TN
npoiovra oTav epappolovral orrifaidia nepioxn. OUYKEVTPWON Tou AaoupuloBelikoU vaTpiou, ToV
XPOVO €NAPNnC Kal Tov NANBUCGHO TWV acBevav
(naidia, eninedo evudaTwong, XpwHa dEpuartog
Kal acBeveia).
O nANBUOPOC a0BEVWV PE HEIWHEVEG AEITOUPYIEC
Ppaypou Tou SEpUATOG ONWG OTNV ATOMIK
deppuariTida gival nio euaiodnTol oTIG EPEBIOTIKEG
1010TNTEG TOU AQoUPUAOBEIIKOU VATPIOU.
ZopPiko6 o&U (E 200) kai Tonikn Mndev Mnopei V, 0 | TOMIKEG OEPHATIKEG
dAara Tou avTidpg . deppaTiTida enaeng).
ZopBITOAN (E 420) 09/10/2017 Ano oTouartog, Mndéev AuTOTQ (PApaKo NepIEXEl X Mg gopBITOANG O KABe [H aBpoloTikn enidpacn Tng TaUTOXPOVNG

a 00NnG><povada oykou> <TO Ornoio
uvVauei e x mg/<Bapoc><dyko>>.

X0PrynongG NpoiovTwy Nnou MNePIEXOUV GOPRITOAN
(N @poukToln) Kai n Ke TNV diaTpo®n Afwn

0opRITOANG (N PPOUKTOING) NpENel va
AapBavovTal unown.

H noooTtnTa TNG 0opRITOANG OTa anod GTONATOG
(PAPHAKEUTIKA NPOIOVTA PNOPEl va eNnPeAcel Tn
B10d1aBg0IpoTATA AAAWV and oTONATOC
(PAPHAKEUTIKWV NPoidvTwy, nou XopnyouvTal
TauToxpova.
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Ovopacia

ZopBITOAN (E 420)

Ava@smpnon

09/10/2017

030G Xopriynong Kartw opio
(Threshold)

EvdopAeBing (IV)

Mndev

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

H gopBITOAN €ival nnyr @poukTdlng. Edv €oeig () To
naidi oag) ExeTe kKAnpovouikn ducavegia oTnv
@poukTOln (HFI), pia onavia yevertikn diatapaxn,
€oeig () To naidi oag) dev Npénel va NApeTe AuTod TO
papuako. AgBeveig pe HFI dev pnopoulv va
dlaondoouv Tn pPOoUKTOZN, Nou Pnopei va
NPOKAAECEl doBapeg aveniBUUNTEG EVEPYEIEG.

MpEnel va evUEPWOETE TOV YIaTPO 0ag npiv NApETE
auTo To (PApHako €av goeic () Tomaidi oag) €xeTe

HFI ) €av To naidi oag dev UNopei oV va napel
YAUKG qaynTd ) noTa eneidn np % al Taon yia
£UETO, EUETOC N EXEI DUCAPESH 110PACEIG ONWG

(POUOKWHA, KPAUNEG,0TO @ n olappoia.

STouc aoBeveig pe kKAnpovouikn duoavegia oTnv
@POoUKTOZN (HFI) dev npénel va Xopnyeital auto
TO (PAPHAKO EKTOC €AV €ival anoAUTwG
anapaiTnTo.

Mwpd kai veapd naidia (nAikiag Katw Twv 2
£TOV) UNOPEI va PNV £Xouv akoun diayvwoTei pe
kAnpovouikn ducavegia aTnv poukToln (HFI).
®dapupaka (nou nepiExouv copBITOAN/@poukToln)
Kal xopnyouvTal evdopAeBiwg pnopei va eival
aneiAnTika yia Tn {wn kai npénel va
avTevOEIKVUVTAl OE QUTOV TOV MNANBUGCUO EKTOG
€4V UNApxel anapaitnTn KAIVIKR avaykn kai dev
UNApXouVv AAAEG eVaAAAKTIKEG EMIAOYEG.

AVAAUTIKO 10TOPIKO ava@opikd e Ta CUPNTWHATA
TnG HFI npénel va AapBaveral anod kaGbe acBevn
npiv Tn Xopnynon autoU Tou (GpAapPaKeuTIKOU
npoiovTog.

ZopBiTOANn (E 420)

09/10/2017

Ano oToNaToC,
napevTepikn (EKTOG
and 1v)

ZopPiToAn (E 420)

09/10/2017

Ano oToNaToq

5 mg/kg/nuépa

H coppi I ANYR @POUKTOZNG. Av 0 yIaTpog
0aGe0acg exel_gel OT1 €oeic () To naidi 0ag) €xeTe
duoaVEsia O€ oploUEVa oakxapa, r EXETe diAyvwaTei
opikn duoavegia oTnv gpoukToln (HFI),
oflavia yeveTikn diatapaxr, oTnv onoia To GToHo
nopei va dilacndacel TNV QpoukToln,
NIKOIVWVAOTE JE TOV YIATPO 0ag npiv €osic (f To
naidi oag) napere rj AABETE AUTO TO PAPHAKO.

AcoBeveic pe kAnpovouikn duoavegia oTn
@POUKTOZN (HFI) dev npénel va napouv/r va Toug
XopnynOei auto To PAPUAKEUTIKO MPOidV.

/nuép

H copBITOAN PNOpPEi va NPOKAAECEl YAOTPEVTEPIKN
duopopia kal Ania NnakTikr dpdaon.

Zoy£Aaio
Y3poyovwuévo EAdaio
ooyiag

'‘OAeg

Mndev

(To pappakeuTIKO NPOIOV) NeEPIEXEl EAAIO OOYIAG. AV
€ioBe aAAepYIKOG OTO QICTIKI O TN odyId, PNV
XPNOIKOMNOINCETE AUTO TO PAPHUAKEUTIKO MpPoidv.

3e oupwvia pe To apayideiaio (Arachis oil).

SPC: avTevdelgn.

2TeaTuAikn aAkoOAn

Tonikn

Mndev

Mnopei va NpokaA&éoel TOMIKEG OEPHUATIKEG
avTidpaceig (n.x. deppaTiTida enaeng).
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Ovopacia

Sakxapoln

Ava@smpnon

03566 Xopriynong

Ano6 oTopaTog

Karw opio

(Threshold)

Mndéev

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

Av 0 yIaTpOC 0aC, 0ag EVNHEPWOE OTI EXETE
duoavegia o€ oplopEva oakyxapa, ENKOIVWVNAOTE HE
TOV yIaTpO 0ag npIv NAPETE AUTO TO PAPHAKEUTIKO
npoiov.

ZxoAia

MNpdTaon SPC: O1 acBeveig pe onavia
KAnpovouikda npoBAnuata duocaveiag o yYAukoln,
KaKM anoppogpnon YAUKOZnNG-yaAakTolng n
avendapkela goukpdaongG- I00NaATaong dev Npenel
va ndpouv auTto To GpApPako.

CUHNEPIAAUBAVOHEVV
TOV HETA-31-OE1WI OV
EVOOEWV

MNa napadeiypa:

A10Egidio Tou Bgiou (E 220)
Oeiwdeg vaTpio (E 221)
OZ&Ivo Beiwdeg vaTpio (E
222)

MeTadiBeindeg vaTpio (E
223)

MeTadi8eImdeg kaAio (E
224)

O&Ivo Beiwdeg kaAio (E 228)

MapevTepikn
Eionveopevo

Zakxapoln Ano oToONAaTOq 59 MNepiéxel X g ooukpodlng ava doon. AuToO npenel va
ANQBei unown og acBeveig pe aakxapwdn diapnTn.
Zakxapoln Mooipa uypa, Mndev Mnopei va sival eniBAaBég oTa O1 nAnpogopieg Ba nepiAnpBoUlV Povo oTav To
TPOXiOoKOI Kal (PAPHAKEUTIKO NPOIOV PNopei va npoopileTal yia
pHaocwpeva diokia Xpovia xpnaon, n.x. yia duo €B3oPAdeG N
neEPICOOTEPO.
OeINJEIG EVIOOEIG Ano6 oTopaTog Mndev Mnopei onavia va n o€l coBapéc avTIdPAoEIG

unepeualobnaoiag kad
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Ovopacia

‘Apulo giTtou (nou
nepiEXel YAouTévn)

Ava@smpnon

09/10/2017

AI10pOwTIKO
19/11/2018

030G Xopriynong Kartw opio

Ano6 oTopaTog

(Threshold)

Mndéev

NMAnpo@opieg yia To ®DUAA0 O3nyI®V yid TOV
XprioTn

AUTO TO PApPUAKO MEPIEXEI MOAU XauUNAd enineda
yAouTtevng (and dpulo oiTou)<. AVvapEPETal WG
«XWPIG YAoUTEVN»*> Kal €ival NoAU aniBavo va oag
NpokKaA&oel NPoBANUATA €AV EXETE KOIAIOKAKN.

Mia <povada d6ong> dev NepIEXEl NEPIOCCOTEPO ANO
X micrograms yAOUTEVNG.

Eav £xete aAAepyia ciTou (dia@opeTIKA anod TNV
KOIAIOKAKN) Ogv Npénel va nape uTO TO (PApPUAKO.

[* H évdei&n «xwpic yAoUuTE €TAl LIOVO
oTav n noocoTnTa Tng,yAo apLAKEUTIKO
npoiov eivar Aiyotep

AavoAivn

Tonikn

Mndev

ZxoAia

gival: «ApuAo ZiTou».

To 6vopa Tou ekdOXoU 0T CUCKEUACIia NpPENEl va

Mnopei va np
avTidpaceig (

KEG OEPHATIKEG
aTitida enaeng).

SuAIToAn (E 967)

Ano6 oTopaTog

10 g

n a&ia 2,4 kcal/g EUAITOANG.
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NapapTnpa: European Union List of Fragrance Allergens Requiring Labelling

on Cosmetic and Detergent Products

Substance

3-Methyl-4-(2,6,6-trimethyl-2-cyclohexen-1-yl)-3-buten-2-one

127-51-5
3-MeBuAo-4-(2,6,6-TPIHEOUAO-2-KUKAOEEEV-1-UAO)-3-BOUTEV-2-0Vn
Amyl cinnamal
] 122-40-7
AHuAo kKivvapuAikn aAdelon
Amylcinnamy! alcohol
. . 101-85-9
Apulo KivvapuAikn aAkooAn
Anisyl alcohol
. . 105-13-5
AviouAikn aAkoOAn
Benzyl alcohol
, . 100-51-6
Bev{uAikn aAkoOAn
Benzyl benzoate
. . 0-51-4
Bev{oikoG BevQuAeoTEpag
Benzyl cinnamate
. . 103-41-3
Kivvapwpikog Bev{uAeoTEpag
Benzyl salicylate
Y _y ) 118-58-1
ZaAikuAikoG Bev{uAeoTEpag
Cinnamal
. . 104-55-2
KivvapuAikn aAdeiidn n kivvapaAdeiidn
Cinnamy!l alcohol
. . 104-54-1
KivvapuAikn) aAkoOAn
Citral
. 5392-40-5
KitpaAn
Citronellol
. 106-22-9
KiTtpoveAAGAN
Coumarin
. 91-64-5
Koupapivn
d-Limonene
. 5989-27-5
d-AIpovevio
Eugenol
. 97-53-0
EuyevoAn
Farnesol
. 4602-84-0
dapveocoAn
Geraniol
] 106-24-1
FepavioAn
Hexyl cinnamaldehyde
101-86-0

EEuAo KIvvapaAdeiidon
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Hydroxycitronellal
] 107-75-5
Ydpo&ukiTpoveAAaAn
Hydroxymethylpentyl-cyclohexenecarboxaldehyde
Y Y yipentyi-ey Y N 31906-04-4
Y3poEupeObuAlonevTtulo-kukAoeEevokapBoEuaAdeiidn
Isoeugenol
. 97-54-1
IcoguyevoAn
Lilial
3-(4-tert-BoutuAo@aivuAo)-2-pedulonponavdaAin 80-54-6
(Auopepaln i AABeiidn Tou Kpivou)
Linalool
. 78-70-6
AivaAooAn
Methyl heptine carbonate
. . 111-12-6
OKT-2-1vOiKOG HEOUAEOTEPAG
Oak moss
. . 0028-68-5
Evernia prunastri (EBgpvia n npouvo®ung)
Tree moss
90028-67-4
Climacium dendroides
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A10pOwTIKO (corrigendum) 1 (19/11/2018)

For rationale see English version

Phenylalanine, column “Route of Administration”

Previous version:

daivuAiaAavivn Anod oTdépaTog

Corrected version: @
daivuAiaAavivn 'OAeg @

Sodium laurilsulfate, column “Name”

Previous version:

Narpio AaoupuAoBeiiko
(E 487)

Corrected version:

Narpio AaoupuAoBeiiko

EMA/CHMP/302620/2017/EL corr. 1


http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003412

Wheat starch (containing gluten), columns “Information for the Package Leaflet” and “Comments”

Previous version:

‘Apulo citou (nou To apulo oiTou Og AUTO TO PAPHAKO MEPIEXEI MOAU XaunAd JUppWva Pe TNV PJovoypagia Tng Eupwnaikng
nepiEXel YAOUTEVN) €nineda yAouTévNG <avaQEPeTal WG EAEUBEPO YAOUTEVNG > dapuakonoliag, To 0pIo TNG NPWTEIVNG TNG TAENG ToU
kal gival noAU anibavo va oag npokaA&oel npoBAnuaTa av 0,3% oTo apuAo aiTou (ouvoAikn dokipaaia

EXETE KOIAIOKAKN. onuaivel 6T dev UNApPXEl NEPICCOTEPO
Hg/g) yAouTévng HEoa aTo APUAO
Mia <povada ddong> nepiExel OXI NEPIGCOTEPO ANO X o0 €NinNedo yAouTEVNG OTa €kdoxa

micrograms yAouTEvng.

Edv €xeTe aAAepyia oiTou (diaQopeTikn and TNV KoIAIoKakn)
dev Npénel va NApeTe auto To PApPHAKO. @)OVOLIa Tou ekOOXOU OTn CUCKEUACia Npénel va

[*n @pdon “avapeperal w¢ eAcUBepo yAouTevnc” epap

HOVO OTav n NoooTNTa TNC YAOUTEVNC OTO AUUAO Of £iva
AlyoTtepo ano 20 ppm.] %

Corrected version:

‘AHUAO giTou (nou AUTO TO (PAPHUAKO NEPIEXEI MOAU XAUNAE
nepiEXel YAOUTEVN) (and apulo oiTou)<. AvaQEpeTal o,
gival noAU aniBavo va oag npokgAé
KOIAlOKAKN.

AOUTEVNG To dvopa Tou ekdOXOU OTn CUCKeEUaAaia npenel va
YAOUTEVN»*> Kal | €ival: «AJUAO ZiTOU.
3ANUaTa €dv EXETE

Mia <povada doong> Hev n
micrograms yAouTévn

PICOOTEPO Ao X

Edv €xeTe aAAepyia aiTou QOPETIKA ano TNV KoIAIOKAKN)
dev npénel va NapeTe auto To pAPHAKO.

[* H &vdeién «xwpic yAouTtevn» epappoderal Lovo oTav n
rnoooTnNTa TnNG yAOUTEVNC OTO QAPLAKEUTIKO Mpoiov givai
AlyoTtepo ano 20 ppm.]
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