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Abstract

In this paper we present a method for term extraction that can be used in classroom with
translation students. The terms are extracted from a multilingual parallel corpus with the
aid of a parallel concordancer, AntPConc. Our work is focused on English-Greek
medical terminology translation, but the method can be transferred to other language
pairs and other fields of terminology. In the first part, there is a short presentation of the
theoretical framework with due reference to data-driven learning and corpora, followed
by a presentation of the corpus used, i.e. the EMEA corpus, as well as the parallel
concordancer AntPConc, so that sufficient information is given in order to implement
the suggested teaching activity, which is presented in the last part of this paper. Finally,
we suggest other uses of AntPConc, and present the advantages of the suggested
methodology for translation students.
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1. Evcayoy

2V mopovca Epyacia TPoTeivoOLpE Hio EVOALOKTIKN NN AvVTIANoNS oporoyiog, KabmG
Kol TNV TEYVIKN HE TNV omoia awtn pmopel va mpaypatomombel. Ilapodtt 1 mapovoa
gpyacio €0TIOLETOL GTNV WTPIKTY) OPOAOYiO Kot 0TV KotehBuvon ayyAkd-eAAnvikd, n
TEYVIKN OV Tpoteivovpe pumopet vo aglomombel 1660 o oporoyia amd GAlovg Toueig
TOL EMOTNTOV OGO Kol TNy avtiotpoen katevBvvon kabog kot oe dAla Cedyn
YAOCOOV.

Apycd mapovcidleton o Bewpntikd voPabpo, 6mov yiveton avagopd otn pEHodo
puabnong “data-driven learning”, kobdg kot 610 COUOTO KEWEVOV. T GLVEXELWNL
TOPOVCIALETAL TO OO KEWEVOV TOV YPNCYOTOMONKE otV TOpovca pyacia, TO
copa tov Evponaikod Opyavicpod @apudkov, kabog kot 1o epyoleio emeepyaciog
TapIANA®V copdtov kelpwévov AntPConc, mote va 60000V enapkeic TAnpogopieg yio
TNV VAOTOINCT TNG TPOTEWVOUEVNG OWOOKTIKNG OpPACTNPLOTNTOS, 1 OToid aKOAOVOEL.
Téhog, mpoteivovtal dAdeg ypnoelg tov AntPConc, kafdc Kot To TAEOVEKTLOTA TNG
TPOTEWVOLUEVNC TEYVIKNG Y10l TOV GTOVIACTN TNG HETAPPOCTG.

2. Data-driven learning
O 6poc “data-driven learning” éyet tic piCeg Tov 6TOV Y®PO TG TANPOPOPIKNC (SMith
2009) kot oV mEpinTOon TS YAd®ooas, dedopéva (“data”) eivar o, cOUOTO KEWEVOV.
Yvvenwg, n puddnon mov Paciletonr o dedOUEVOL GNUOIVEL OLCLACTIKG TN HAONo™ pe
YPNOT COUATOV KEWWEVOV.

[Matépog g pebodov “data-driven learning” eivor o Tim Johns. TIpdketton yior puo
poabnrtokevipikn oadikacio Swaokoriog Paciouévn oty e€epevvnon (Chujo «.6.
2012). H mpoocéyyion avti divelt otov pobdntn v evkapia va €yl mpdcPacn ot



YEYOVOTO TG YAWOOIKAC emTéreonc” aEI0MOIOVTOS (G TO OMUAVTIKO epyodeio Tov
CLLPPACTIKO TiVaKe, Kol 1 7o Yvooth popen avtov, 1o KWIC (keyword-in-context),
OTOV 01 AEEEIC-KAEDLA EIval GTOLYIOUEVES GTO KEVTIPO TNG GEALONG, Kot deE1d KL aploTepd
Bpioketon T0 cuyKeipevo.

3. Xpnon mrepdriiniov HEK 611 d10ackario EEVOV YAMOGGOV KOl 6T1) H100.6KAAI
HeTaPPACNG

3.1. Hiexrpovika Xaopara Keyuévaov (HEK)

Q¢ ocoOpo KEWEVOV VOEITOL M. GVAAOYN KEWEVIKOD VAKOD 7OV GTOYEVEL GTOV
YOPOKTNPIOUO HoG Katdotaong 1 pog molkihiog e yAdooag (Sinclair 1991), 1 wa
GLAAOYN TUNUATOV AOYoL M omoio dopeitan Pacel cvykekpluévov kprempiov (Sinclair
1996). EZnuepa, okoun Kot 6tav ypnolpomoteitor 0 0pog “ocmpa KEWEVOV” gvvoeitat
“niektpovikd copa keywévov” (HEK), kaBog 1o keyuevikd vAkd givol 6e nAEKTpOVIKN

HopOTy.

3.2. llopalinio HEK oty didaockalio CEvav yAwoomv Kol HETAPPOTHS

Amd Vv TPOTN KOl KAUGIKN KOTNYOPOTOINocY TOV GCOUATOV KEWEVOV Y10,
LETOQPOOTIKT £pgvva kat didakTikh omtd T Mona Baker, n omoio fitav kot n Tpd@TH TOL
TpdTEWVE TNV €QAPUOYN TOV TEYVIKOV NG ['Awocoloyiag Xopdtov Keypévov otig
petoppootikég omovdéc (Bendazzoli ko Sandrelli 2009), péypt kot ofjuepa, 1 oXETIKN
oporoyio £YEl LTOGTEL JLOPOPOTONCELS KOl KPITIKES. LTV TTapovoo. £pyacia, 0 Opog
“TapdAAnAo oo KEWEVOV™ VOELTAL MG [o. GLALOYT KEWEVOV GE pia YADCTO Kot pio
N TEPIGGATEPEG UETAPPACELS TOV 1010V KEWEVOV GE piot GAAN.

Q¢ mPOg TO TAEOVEKTNUOTA TOV TAPUAANA®V COUATOV, KT opyds Tapéyovv
ONUOVTIKES TANPOPOPIEG GYETIKA LE TIC OOUEG TNG YAMOOOS KO TTO GLYKEKPIUEVO Y10l
LETOPPOACTIKA 1GOSVVOUN, GUVAWEIS KOl QPUCEOAOYIKEG HOVAOES, HeTalh GAAwV
(Lawson 2001), minpogopieg o1 omoieg dev cupmeplapfavovial 6to KAIGIKA SiyAmcoo.
Ae&ikd, ta omoia “maoyovy” amd EAAEWYN GLYKEWEVOL 1| TANPOPOPING GYETIKE LE TN
YPNOM OE GLYKEIPEVO. Xe GUYKPLoN TAvVTA e T diyAwooa AeSiKd, Eva TapAAANLO cO
cefactov peyéBovg meplhapPlvel TEPIGGOTEPES YVMGEIS CYETIKA LE TO. LETOPPOUCTIKE
1oodvvapo and orotodnmote Ae&iko (Teubert 1996).

[Tio ovykekppéva Ouwmg €xovv  avagepBel Kol OPKETA TAEOVEKTUOTO TMV
TOPAAANA®V COUATOV GTNV EKTOIOELCT] TOV UETAPPACTAOV, OOV TO COUUTH KEUEVOV
&xovv e&elytel oe onuavtikd epyaleia, kabdg pmopodv vo TpafnEovy v TPOcoyn Tov
pofnt oe AOoelg yioo KAAOIKE TpoPANUOTe TOL £XOVV EVIOMIGTEL Omd EUTEPOVS
UETAPPACTEG. AKOUN Kol 1 GVAAOYN KEWWEVOV Yol TN dNUIOVPYio COUATOG £l BETIKA
amoteAéopato: ol pontéc avayvopilovv ta TpoPANHOTO EMAOYNG KEWWEVOV Kol AAA®V
TEYVIKOV  TPOPANUATOV KU £€T6L yivovtol KOADTEPOL YPNOTEG CMUATOV KOl 71O
TPooeKTIKOl avaAvTtéc keévmv (Bernardini 2004). O 1. Zapiddxng (2011) vrootmpilet
T “ovunepiAnyn 6T0 £YKOKAO TPOYPOLLLL KOTAPTIONG UETAPPUCTAOV Kol SEPUNVEDV
GLVESPIOV, TOV SWOOKTIKAOV AVTIKEWEVOV QVTAOV Tov Bo LLOVV TOVG S10ACKOUEVOLS OTIG
TeYVIKEG Kat TG pebddovg g Mwoocoroyiog Xopdtov Keyévov (Corpus Linguistics),

! http://www.frl.auth.gr/sites/congres/Interventions/GR/xalisiani.pdf

2«0 ovpgpootikdc mivokag 1 kovkopdavtow (concordance, Sinclair 1991) amotelel éva amhd ot
CUAMYN TOVL GUOTNUO GVTANONG KOl TOPOLGINOoNG YAMGOIK®V OEdOUEVOV GE TMPOTAGLOKY HOPON,
oVUPOVO pHEe TO omoio, ooy eooybel évo Aeikd otoryeio oe o kewevikn Paon dedopévov,
ovacHPOVTAL Ol SLAPOPES EUPAVIGEIS TOL GE CLTIV KOl TOTOOETOVVTOL, EVOMUATOUEVEG OTO GUEGO
GLYKEILEVO TOVG, o€ évav eviaio katdAoyo [...] To yeyovog avtd divel otov ¥pnotn T dSuvaTdTNTo Vo
UEAETNOEL, TPOTOV TIVA KAT  OVTITOPACTOOT, TIG OOUES KOl AELTOVPYIEG EVOG YAMGGIKOD QULVOUEVOL GTOL
duapopa mapadeiypata.» (Xatinddakn 2004)



®¢ KAGOOV TOL UTOPEl VO GUVOPAUEL TNV EQOPUOGUEVI] UETOPPAGIOAOYIK) —
KEWWEVOKEVIPIKI— €PELVOL KOL VO, AEITOLPYNOEL CUUTANPOUATIKE TPog avtnv (7.
Chesterman 2003)”. Qot660, Ta ToPIAANAN CAOUATO LITOPOVY VO PAVODYV TOAD YPTCILL
Kol oT1 O00oKOAMO EO0IKNG UETAPPOONG KOl TOAVYAMOGIKNG oporoyioc, Kabdg m
KOAOTEPT TNYN YO TOVG UETOPPOCTEG €lvol TPONYOVUEVEG EMTVYELS UETAPPACELS
(Lawson 2001).

4. HXK EMEA

To HXEK mov ypnopomodnke otnv mpotevopev SI00KTIKY dpacTnploTNTa £ivat Eva
TOPAAAAO COUO EWVIKOV KEWEVOV Yoo TO (e0Y0G OoyyMKA-EAANVIKA, TO OmOio Ko
aviAajoape amd tov totdtomo http://opus.lingfil.uu.se (Tiedemann 2009), 6mov
owatifevtar ocopato keEWEVOV amd Odpopeg mnYEG, HeTah TV omoimv Kol NG
Evponaikng ‘Evoonc. Tlpdkettor yio pio eumiovtildpevn cLAAOYN KEWEVOV amd TO
dwdiktvo, Ta omoia glvarl petappacpéva oe dbpopes YAwooes. H ev Adym cuiioyn
Baciletatl og mpoidvta avorytoh KmdKa. EvOsiKTikd avagépoviol To OUATO KEWEVOV
petappacuévng Aoyoteyviag, e Evponaikng Kevipikng Tpanelog, TV TPOKTIKOV TOL
EvporotvoBoviiov kot 10 Evporaikd Zovtayua.

o 1g avdykeg ¢ wrpkng petdepaong emlé€ape 10 copo tov Evpomaikod

Opyaviopod Doppdkev (EMEA, European Medicines Agency),® o omoiog eivat
opyaviopds g Evpomnaikng ‘Evoong, petadd dAlmv, approdiog ylo TNV EMGTIUOVIKY|
aSloA0YNoN AUTNGE®V Yo TN YOPNYNomn GoE0g KuKAOPOPIOG OTNV EVPAOTAIKT oyopd
QOPUAKEVTIKMV TPOTOVTIMV KOl Y10l TOV EAEYYO TNG OCPUAELNG TOV QOUPLAKOV.
To mapdiinio HXK mov mapéyeton 6TovV avotépm 16TOTOTO OMOTEAEITOL OO GLVOYELG
¢ Evponaikig Anpociag ‘ExBeong AElohdynong eaprakov kot mepiéyxel oTotyeio yio
TIC OOKIUEG QUPUAK®OV KOl TO OEOOUEVO TTOL OVOPEPOVTOL GTO. VAL OONYIDV TOV
QopUlK®V. ZUVET®MS, KPIVETOL TAPO TOAD YPNOLUO CTNV TEPIMTMON TOV £XOVUE VO
LETOPPAGOLUE Kl gUEl Eva @OALO odnyldv, Ommg givol 1 mepimtwon poc. A&ilel va
avaeepBel 6t amoteleiton amd mapdiinio keipeva ce 22 YADGGEG Kol MG TPOG TOV
OYKO TOV EVOEIKTIKA OVOQEPETOL OTL O apPlOUOC AEEE@V TOL AYYAIKOU COUOTOG £ivor
3.231.256.

Xmv mapovoa gpyacio ypnopomoleiton 10 (evyog ayyMkA-eAANVIKO o€ HOpON
Moses (ue v eméktaomn apyeiov .tXt). ATod Tov aveTtéPm 16TOTOTO EMAEYOVLE TO GO
EMEA kot and avtd ta opysio EMEA el-en.en.txt kaor EMEA . el-en.el.txt, ta omoia
Bpiockoviot og éva @dKeLO 6TOV OTOi0 £YOVUE TPOGPACT] EMAEYOVTOS TO CNUEOUEVO
keM tov akdiovBov wivaka (Ewova 1, BA. Topdptmua). Toa amoOnkedovpe yu
peAlovTikn mpdcPaon.

5. Hapaiinirog Concordancer: AntPConc

To AntPConc sivon éva ghevbepo epyadeio eneéepyociog mapdiiniov HEK, to omoio
avéntoée o Laurence Anthony (Anthony 2014). Katd tv mepiodo civvtaéng g
napovcag epyaciog Nrav dabéouo yioo Windows kot Macintosh OS. H npmtn ékdoon,
n  omoic Mrav  ywo  Windows, éywve  Swbéoyum oy 16TOGEAIS
http://www.laurenceanthony.net/software/antpconc/ tov Aexéuppio tov 2014, xor n
Tp€yovoa k00T, 1 0Toia Kot ypnoiponomdnke otny tapovoa gpyacia eivorn 1.1.0, 1
3n, n omoia givan drabéotun Kot Yo Asrtovpyikd ocvotnuo Macintosh.

2mv Ewova 2 gaivetar to mepipdrrov epyaciog tov AntPConc.

Ot duvatotnreg emeEepyaciog Tov TOPAAANAOL GOUATOC @aivovtol MO GTO apPYIKO
TapdBupo Tov gpyareiov. Kat’ apyds, pmopovie vo mpoyLotonomcovE avalntnon 6e

® http://www.ema.europa.eu/ema/ (tekevtaio mpoomédaon 13/01/2016)
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AéEerg gite AapPavovtog vmoyn ™ S1dkpion Hetalld KEPOAImV KOl KP®V YPOUUATOV
(case sensitivity) eite oy1. Emiong 10 epyodeio mapéyer t duvatdtra va emhéEovpe
0mo100MmoTe amd Ta OVO CAOUNTO YO TNV EKTEAESN TNG avalnnons. Mo akopo oA
ONUOVTIKN KOl KON 6€ OAOLG TOVG GUUPPOCTIKOVG TTivaKeg emA0YN €lval n oToiyion.
[Mapéyetor n emAoyn g emoNUavong evog apBpov Aéewv mov emtBupodpe vo SoVUE
1660 0e&ld 660 Katl aplotepd amd ™ AEEn avalnmmong, kabm¢ Kol 6e T aKPP®G
onueio g avalntnong embopet o ypnog va ototyicetl To keipevd tov. TéLog, extdg
amd TNV eVKoAla va peyeBbvel o ¥poTc 10 POVTO KOOMDC Kot To vo, pmopel va emAEEEL
Tov opllud TtV eueovicewv mov divovtor oe kdBe ocelido, umopel emumAfov va
peyoAdoet | va pikpovel 1o péyeboc tov ovykewévou (context size) avaloya pe ™
péB0S0 Kat TOV KOO NG £PEVVAS TOV.

[o va enelepyooctovpe 10 TOPAAANAO COUHO TTOL £YOVLUE ATOONKEVLGEL GTOV
VTOAOYLOTH paG, akoAovBovpe ta e&ng Prnata:

e Am6 to menu emiéyovpe “build/edit corpus”. Avtd odnyel oty epeavion gvog
apdBupov 6to onoio dtuAéyovpe Kt ovopdlovpe Ta dvo copata. o Tig avéryKeg
™G mopovcag epyoaciog opilovpe 0Tl TO ayyAMKO GOUA Elval TO GOUO-T YT KO TO
ovopdlovpe “emea en”, Kot OTL TO EAANVIKO GO €ivol TO CONO-GTOYOG KoL TO
ovoudalovue “emea el” (en: English, el: eAAnvikd). To gpyodeio déyetar dvo 1N Ko
neplocotepa copata kelpwévov (Ewova 3). Avtd onuaivel 60Tt 1 avalnon Oa
UTOPOVGE VO, YIVEL KoL G TEPLEGOTEPES OO dVO YADGGEG TOVTOYPOVA.

e To copo to onoio Exel Onuovpyndel amodnkeveTan pe v emhoyn “save corpus”
amd T0 MEeNU g popoen Paong dedopévav, 1 eTEKTACT TOL ONAAT Eivan G€ Lopen
.db. A6 ™ otryun mov €xel anobnkevtel To cdpa ivar EToyo mpog eneéepyacia
avd mhoa otryun kot dgv yperdletor va dnuovpyndel ek véov. Mrmopovpe va to
amofnkeboovpe otov oKANPO Mo O1oKO 1 0 €£MTEPIKN UVIAUN KoLl VO €YOVUE
TPOcPacN 6 AVTO GE HEALOVTIKEG EPEVVEC.

e Téhog, mpokeévonv va kataotel dovvarn 1 enegepyocio Tov ond 10 gpyaieio
npénel va yivel | emhoyn “load corpus”. Xto onueio avtd, T0 TAPIAANAO GO0
KEWEVOV oL €yovpe emMAEEEL TPOG emelepyacia Exel popTmbel 610 epyaieio pog
Kol vt £TO0 OGTE va yivouy ot amopaitnteg avalntioels.

6. AOOKTIKI] dpaoTnPLOTNTO

Xe T TV evOTNTA TAPOLGLALOVUE Lo dPACTNPLOTNTO SWOUKTIKNG TG UETAPPAONS
WTPIKOV KEWWEVAOV A0 TO AYYAKE GTOL EAANVIKA LE YPTOT TOL COUATOG KEYWEVMV TOV
EMEA xot tov gpyareiov AntPConc yio omdd00m HOVOAEKTIKOV KOl TOAVAEKTIKMV
OpwV, G€ TEPMTMOELS OOV KATol amd To cuVNOIGUEVE LETAPPACTIKG epyaleio dgV
&xovv amopépel amoteréopata. Evoeiktikd ovoaeépovior to amoteAéopata ond v
0poAOYIKT Bdon IATE* kou 10 Linguee,5 ®oTOCO otV TAEN pumopel kaveic va avatpéEet
0€ OTOLOONTOTE GALO LETAPPOACTIKO EPYAAEID KPIVEL GKOTILO.

Méoa omd ™ Opactnpdtto ovT mpoteivovpe o pebodoroyia Yoo TNV
QVTILETOMION TOV TPOPANUATOV Tov avTipetonilelt oty kadnueptvotntd TOL O
petappaoctis. H dwdaktikny dpactnpidtnta mov axorovdel amortel mpostopacio Kot
ekTUMoceTOL OpadIKA e KaBodnynor Tov dddokovto pHéca otny tdén, o€ cLVOLOCUO

* Oporoyuct Béon g Evponaikic 'Evoong
[http://iate.europa.eu/SearchByQueryLoad.do;jsessionid=gxGsJSgLwW2QGCJYTKDNMGQbQCTmhTvz
B3LTZ785WhrgwQb6vzPIn!-1353169664?method=load]

¥ Metagpaotikd epyoheio, o 0moio cuvdvalet £va kipto AeEKd Kkat pio pnyovy aveliTnong, He To omoio
avacvpovTal ot AEEELS LE T OVTIOTOLY G TOVG O GLYKEILEVO amd dtdpopeg TNyES.
[http://www.linguee.gr/eAAnvika-oyyhkd/page/about.php, tedevtaio tposnélaocn 20/03/15].



pe €peguva oe AeEKA, opoloykég Pdoelc Oedopévav Kot OlOdOIKTLOKES HNYOVEG
avalntnong. Xtoyog eivar m eokelwon TV SOACKOUEVOV LE TO €PYOLEID KO UE
pebodoroyikéc mpotdoelg mov Oa pmopécovy kot ot 0ot va. aKoAovOncovy otV
TPOKTIKN TNG LETAPPOAONG EOIKADOV KEWWLEVOV.

To «eipevo mPog UETAPPOACN TOL YPNGLOTOOVUE OTN OOAKTIKY dPACTNPLOTNTA
gtvarl Eva @OALO 00N YDV PAPULEKOV.

AxoAiovBov 3 mapadetypota dvtinong opoloyiag and to EMEA pe g odvroun
avaQOpPa GE LETAPPUCTIKEG TEYVIKEG Y10 TNV KOO TepinTmon.

6.1. Ilapdderyuo 1: visual changes
Y10 Tp®TOTLTO KEIPEVO pog eppavifetal to didekto “visual changes”, ek Tpd ™ Oyemg
amAd, N amdA0CT TOV 0oioL OUM®G eV ivar TOGo avtovont. To mepiPdiiov 610 omoio
epopaviletar givar o e€ng: “The therapeutic action of albendazole in the treatment of
neurocysticercosis, may exacerbate presenting symptoms or precipitate new
neurological disturbances (eg. headache, nausea, convulsions, visual changes).”,
coumeptAapufaveral dNAadn otig mapevépyeles wog ovoiag. H avalftnon og xémola
oo To TAEOV S1a0ESOUEVO, SLOSIKTLOKA EPYUAELD VIOl TN HLETAPPOCT) OPOAOYIOG OEV HOG
QEPVEL AMOTELECLLATO, Y10 TO CUYKEKPLUEVO OIAEKTO. ZVYKEKPIUEVA, KOTA TNV EKTOVNO)|
™G TaPOVGUS EPYACIiaG, N EuPavion Tov oty oporoyikn Bdon IATE kot oto Linguee
ntav undevikn. Eniong dev anépepe amotedéopato ovte 1 avalntnon ot Unyovy g
Google ya to dikekto ce cuvdvaoud pe Tig AéEelg “symptoms”, “headache”, “nausea”,
KdtL Tov Bo. UTOPOVGE VO LOG SPOTICEL GYETIKA e TO TOlEG akpPdS eivar avTég ot
“aAlayéc” (“‘changes”), doTe Kol Vo, LTOPECOVUE VAL TO OTOdMOOVUE 6T, EAANVIKA. To
emopevo Prna pag nTav n avoalntnon Thavov aroddceEmV TOL HAEKTOV GTN UNYOVY TNG
Google: “alayég oty Opacn” Kot “aAAOIOGELS otV Opach”, amd TIG OTOIES 1| TPAOTN
épepe  amotedéopato o meplPdilovia mov oyxetiovror pe TN OdpKEW NG
EYKLVHOOLVTG, TPECPLOTIN, KATAPPAKTY, YAOOK®UA, K.6., Oxl ONAOON CYETIKA PE TNV
TEPIMTOON NG LETAPPACTG LOG, KOt 1) OE0TEPN EMIONG £PEPE AMOTEAEGILATO GTAL OO0,
01 0ALOIDGELS ELPOVILOVTOV MG ACTIYLATIGHOC, YAODKOUA K.

Ta oanotedéopota oto EMEA eivoar 28 guoavicelg tov dikektov. AkolovBovv
KOTOES OO TIC ERPAVICELS OVTEC.

e The symptoms of PML may be similar to an MS relapse (e. g. weakness or visual changes). —
Ta ocvpntopoata g PML pmopel va givon mapdpota pe avtd g vrotponng e ZKIT (m.y.
advvapio 1 orTikES oAhayES).

e ration with Agenerase may substantially increase PDE5 inhibitor plasma concentrations and
associated adverse events, including hypotension, visual changes and priapism (see section
4.4). — H tavtdypovn yopnynon ue to Agenerase pmopei va owENGEL CNUAVTIKG TIC
ovyKevTphoelg Thdopatog T@v PDES avactolémv kot Tov oxeTikdv avemfOuntov evepysimv
neplappfavopévng g vaoTAoNS, TOV ONTIKOV O0Topoy®dV Kot Tov mplomicpod  (PA.
mopaypapo 4.4.).

Hivoxog 1. Zvuppocuixog [ivaxag ornws supavietor oto AntPConc

211 Ewoveg 4 kan 5 pmopet va det kaveic g akpimg epeovifovtot o amoteAéouato
oto mepiairov tov AntPConc.

Ao T1¢ amoddcelc mov vdpyovv oto EMEA, avt mov Bpioketanr 6To Mo mopeppepEg
ovykeipevo pe to dwd pog givar n 27. H avalitnon ot pnxavny g Google yw v




amoooon “petaforég oty Opacn’/uetaforég g Opaons”’ PEPVEL OMOTEAEGLOTO, TO
omoio Ko gAéyyovtal. Bdoel tov mopamdve Kot AapBavovtag voyn Kot T0 YAWGGIKO
poG a1cOnTplo, EMALYOVUE TV TEPLPPACTIKT aOS00N “UALOIDGELS TNG OpaonS.

6.2. llopaooetyua 2: maternotoxic
Avtdg 0 6pog eppaviletoan oto Keipevo-tnyn oto e€ng mepiPdAiov: “In animal studies
oral treatment with maternotoxic doses of albendazole (30mg/kg/day) during the
period of organogenesis was associated with multiple malformations in rats and
ectrodactyly in rabbits”. Onmg kot 610 Tponyovuevo mapadetypa, n avalntmon o IATE
kot Linguee dev amogépel kavéva anotédeoua. Kavooue v vrobeon otL pmopel va
amodideTol MG “UNTpotolikds” PAGEL TOV KOVOVMV GYNUOTIGHOD AEEE®V TNG EAANVIKNG,
MEN M omoion otn unyovr oavalnmong Google, kotd TN oTyun €KITOVNONG NG
napovoag, elxe 4 gppavicel, 2 oto OiAekTo “UNTPOTOEIKEG EMNTMOELS” Kol 2 OTO
Othekto “untpotolkég 06cels”. 1o copa tov EMEA €xet 60 gpoavicels, kbmoteg and
TIG OTOIEC AVOPEPOVTOL GTI GLUVEYELD.

Meta&d dAhov, eppaviCoviar ot akdAovbes amoddoels: “mov NTav To&kég Yo )
unTépa”, “to&koTNTA 0T UNTEPA”, “To&IKN Yoo T unTépa’”’, o€ mePPAAlovia Onwg Ta
axoAovba:

e Pramipexole was not teratogenic in rats and rabbits, but was embryotoxic in the rat at
maternotoxic doses (see section 5.3.). — H pramipexole og emipveg kot Kovvéla dev €de1ée
tepatoyéveon, oAl PBpébnke euPpvotoéikny otov emipw oe docelC MOV NTAV TOEIKES Yo TN

untépa (PA. Tapdypago.

e mouse, but not in several other similar studies, a low incidence of cleft palate formation was
observed at a maternotoxic dose (800 mg/ kg/ day). — g pio pelétn oe movtikovg, oALG Oyl 6€
TOAAEG GANEG TTOPOUOLEG PEAETES, TaPOTNPNONKE UIKPO TOGOGTO GYNUOTIGHOD AVKOGTOUATOG 08
To&ukn Yo T pnTépa 56om (800 mg/ Kg/ nuépa).

Hivoxog 2. Zouppoctixog ivaxag onwg eupavi(etor oto AntPConc

Me Bdon 1o cuykeipevo kot 10 YAOOGIKO oisOnTplo, emAEyovpe TV omddoomn “d00elg
To&IKES Yo T pUnTépa”.

6.3. lapdoeryuo 3: maculopathy
O ovykekpuévog 0pog gpeaviletar oto keipevo-nnyn oto e&ng ovykeipevo: “In the
treatment of hydatid disease, events reported in individual patients included pancreatitis
and ocular maculopathy.”

Kot méd katapedyovpe oto oopo tov EMEA Adym undevikadv omoteAecpiTOV 6TV
avalytmon oe IATE ka1 Linguee. H avalitnon 610 cdpa pog eépvet 4 amotelécpota:

e Early cataract, maculopathy — Ip®diog kKotappdKtng, @yponadsia

Me o ypiyopn avalitnon ot unyovn tg Google eléyyovpe v amddoon, v onoia
Kol emPePotdVOLLE.

7. Adheg ypioers Tov AntPConc

210V XOPO NG UETAPPAOTG, Kot O£00UEVOL OTL VILAPYOVV TOPGAAANAC CAOUATO UE
neplocoTePeG omd pio yhwooeg, to AntPConc mpocseépetatl Kot Yo GALEC EPELVITIKES
Kot emayyeApotikég ypnoes. Kat’ apydsg, mpooeépetar v tawtdypovn avalftnon
AeEe®V, WIOUATIKOV EKPPACEDY, Op®V, K.AT., G€ TEPIOGOTEPEG Omd O0VO YAMOOEC.




Emumdéov, emrpémel v to0tOYpovn avalntnon o€ £va KEPLEVO-TNYT| Kol TEPLGGOTEPES
amd pio PETA@PACELS TOL 1010V KEWEVOL-TNYT, KATL To omoio Oo £Ppioke o woAD
YPNOUN €papuoyn ot ddackaiio TNG LETAPPOOTG KOL GTIV EPELVA Y10l AVTNYV, KAO®DS
umopohv  va.  GLYKPOOUV  HETAQPUCTIKEC EMAOYEG TEPLOGOTEP®Y  GMOLOAGTMV
petdppaons. Avtictoyya, upmopel va  mpoaypotomomBel  ovykpion petald TV
UETOPPUCLATOV ETAYYEAUATIOV UETOPPUCTOV Y10 EPEVVITIKOVS AOYOVC.

8. [TAeovEKTNHOTO Y10 TOV GTTOVOAGTN

Me v mpotevopevn HEB0do 0 6ToVdACTNG TG HETAPPaoNS pabaivel T xpnotudTnTa
tov HEK pe PBropoatikd tpomo. Zvveldntonolel eniong tov peyaho Oyko eiehlOepov
KEWEVIKOD VAKOVL 7Tov vrmapyel, pe e&icov dueco tpdmo, kot pobaivel va tov
owyepiCetar. ITo ovykexpyéva, efowkeldvetar pe éva  gpyoreio  YAMOGIKNG
eneepyaoiag, 6e&l0TNTO amopaitntn otov onuepvo petappacty. Kot télog, epeuvd,
avokaAVTTEL Kot emALyeL poll e Tov 0104.6KOoVTaL.
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language files tokens sentences bg ¢ da de el en e et fi fr hu it It Iv mt nl pl pt ro sk sl sy
bg 1643 147M 12M 03M 03M 03M 0.4M 03M 03M 03M 03M 0.4M 04M 0.4M 03M 03M 0.4M 04M 0.4M 03M 0.4M 03M 03M 03M
cs 1919 142M 12M 1.0M 0.4M 04M 0.4M 03M 04M 03M 03M 0.4M 0.4M 04M 0.4M 03M 03M 0.4M 04M 0.4M 03M 03M 03M 03M
da 1973 146M 13M 1.0M 1.IM 04M 04M 04M 04M 03M 04M 04M 04M 04M 04M 0.4M 03M 0.4M 04M 04M 03M 04M 04M 04M
de 1991 117M 13M 10M LIM LIM 04M 0.4M 04M 03M 04M 0.4M 0.4M 04M 04M 0.4M 03M 0.4M 04M 0.4M 03M 04M 04M 04M
el 1977 167M 13M 10M LIM LIM LI} 04M 0.4M 0.4M 0.4M 0.4M 04M 04M 0.4M 04M 03M 0.4M 0.4M 0.4M 03M 0.4M 04M 04M
en 1949 12.1M 12M 10M LIM LIM 11 @ 0.4M 03M 04M 04M 03M 0.4M 03M 03M 03M 04M 03M 0.4M 03M 03M 03M 04M
es 1992 139M 12M 1.0M LIM LIM LI} Juf 1M 03M 0.4M 04M 0.4M 04M 0.4M 0.4M 03M 0.4M 04M 0.4M 03M 04M 0.4M 04M
et 1920 123M 12M 10M LIM LIM LIM 1.0M 1.0M L.IM 03M 04M 0.4M 0.4M 03M 03M 03M 0.4M 0.4M 03M 03M 03M 03M 03M
fi 1972 126M 12M 1.0M LIM LIM LIM LIM LIM LIM LIM 04M 04M 0.4M 0.4M 03M 03M 04M 0.4M 0.4M 03M 03M 03M 04M
fr 1987 149M 12M 10M LIM LIM LIM LIM LIM LIM LIM LIM 0.4M 04M 0.4M 04M 03M 04M 04M 04M 03M 04M 04M 04M
hu 1919 14IM 12M 10M LIM LIM LIM LIM LIM LIM LIM LIM LIM 04M 04M 04M 03M 0.4M 0.4M 0.4M 03M 04M 04M 04M
it 1976 14.1IM 12M 10M 10M LIM LIM LIM LIM LIM 10M LIM LIM LIM 04M 0.4M 03M 0.4M 04M 0.4M 03M 04M 0.4M 04M
It 1920 13.6M 12M 1.0M LIM LIM LIM LIM 10M LIM 1.0M LIM LIM LIM LIM 04M 03M 0.4M 0.4M 04M 03M 04M 04M 03M
Iv 1922 134M 12M 10M 1.IM 1.0M 1.0M 10M 1.0M 10M 1.0M 1.0M 10M 1.0M 1.0M 1.IM 03M 0.4M 04M 03M 03M 03M 03M 03M
mt 1579 163M 1.IM 1.0M 1.0M 1.0M 1.0M 10M 10M 10M 09M 10M 10M 1.0M 1.0M 10M 10M 03M 03M 03M 03M 03M 03M 03M
nl 1972 133M 12M 10M LIM LIM LIM LIM LIM LIM LIM LIM LIM LIM LIM LIM 1.0M 1.0M 04M 04M 03M 04M 04M 04M
pl 1922 149M 12M 10M LIM LIM LIM LIM 10M LIM 10M LIM LIM LIM LIM LIM LIM 10M LIM 04M 03M 04M 04M 04M
pt 1975 166M 12M 10M LIM LIM LIM LIM LIM LIM LIM LIM LIM LIM LIM LIM 10M 10M LIM 1.0M 03M 04M 0.4M 04M
ro 1639 150M 1.IM 1.0M 1.0M 1.0M 1.0M 1.0M 1.0M 10M 1.0M 1.0M 1.0M 1.0M 1.0M 1.0M 1.0M 1.0M 1.0M 1.0M 1.0M 03M 03M 03M
sk 1920 14.1M 12M 10M LIM LIM LIM LIM LIM LIM LIM LIM LIM LIM LIM LIM LIM 10M LIM LIM LIM 1.0M 03M 03M
sl 1920 147M 12M 10M LIM LIM LIM LIM 10M LIM 1.0M LIM LIM LIM LIM LIM LIM 1.0M LIM LIM LIM 1.0M LIM 03M
sV 1970 139M 12M 10M LIM LIM LIM LIM LIM LIM 10M LIM LIM LIM LIM LIM 1.0M 10M LIM 1.0M 1.IM 1.0M LIM LIM
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1 - If any symptoms of cerebral oedema like morning headaches with vomiting and/ or visual changes
2 The symptoms of PML may be similar to an MS relapse (e. g. weakness or visual changes).
3 5 inhibitor plasma concentrations and associated adverse events, including hypotension, visual changes and priapism (see section 4.4).
4 5 inhibitor plasma concentrations and associated adverse events, including hypotension, visual changes and priapism (see section 4.4).
5 5 inhibitor plasma concentrations and associated adverse events, including hypotension, visual changes and priapism (see section 4.4).
6 result in an increase in PDES inhibitor-associated adverse events including hypotension, visual changes and priapism.
7 1sult in an increase in PDES inhibitor- associated adverse events, including hypotension, visual changes, and priapism (see section 4.5).
8 1sult in an increase in PDES inhibitor- associated adverse events, including hypotension, visual changes, and priapism (see section 4.5).
9 isult in an increase in PDES inhibitor- associated adverse events, including hypotension, visual changes, and priapism (see section 4.5).
10 se/ritonavir, you may be at a risk of side effects such as low blood pressure, passing out, visual changes and penile erection lasting for more than 4 hours.
11 se/ritonavir, you may be at a risk of side effects such as low blood pressure, passing out, visual changes and penile erection lasting for more than 4 hours.
12 increase in PDES inhibitor associated adverse reactions including hypotension, synope, visual changes and prolonged erection.
13 increase in PDES inhibitor associated adverse reactions including hypotension, synope, visual changes and prolonged erection.
14 increase in PDES inhibitor associated adverse reactions including hypotension, synope, visual changes and prolonged erection.
15 increase in PDES inhibitor associated adverse reactions including hypotension, synope, visual changes and prolonged erection.
16 »tra together, you may be at risk of side effects such as low blood pressure, passing out, visual changes and penile erection lasting more than 4 hours.
17 »tra together, you may be at risk of side effects such as low blood pressure, passing out, visual changes and penile erection lasting more than 4 hours.
Line Reference
2 Ta oupnrdpata ™G PML pnopel va elvai napépoia e autd me unotpomic g KM (i x. aduvapia f) ontikég aAhayeg).

mepiAapBavouévng meg undTaong, Twy ONTIK@Y SlaTapax®y Kal Tou nplarmopol (BAéne mapdypado 4. 4).

meplAapBavouévng me UNdTaong, Twy OTTIK@Y SlaTapax®yv Kal Tou nplaropol (BAéne napdypado 4. 4).

nephapBavouévng meg undTaong, Twy ONTIK@Y BlaTapax®yv Kal Tou nplarmopol (BAéne mapdypado 4. 4).

QUENON TWV QVETUBULN TWY EVEPYEILV TIOU GUOXETIZOVTAI L& TOUS GVATTOAE
Kal propel va £xel oav anotéheapa algnon avermuBiunTwy evepyeldv mou oXeT(fovTal pe Toug avaotohels PDES,

Kal propel va £xel oav anotéheapa algnon avermuBiunTwy evepyeldv mou oXeT(fovTal pe Toug avaotohels PDES,

@ o N ® ot h W

Kal propel va £xel oav anotéheapa algnon avermnBiunTwy evepyeldv mou oXeTifovTal pe Toug avaotohelg PDES,

=Y

peTaBoAég oV dpaon kai otlon pe SIApKeLa PeyaAUTEPN TWV 4 WPQV.

peTaBoAég oV dpaon kai otlon pe SIApKeLa PeYaAUTEPN TWV 4 WPQV.

10 AvaoTtoAelg 3muq)umwrsp:iar|q‘ ol avaaToieig pwopodieoTepdong, dnwg tadalafil kai sildenafil, mou ekapTwvral and To petaBohopd tou CYP3A4 avapéveral va npokar&oouv
Tou Kaletra kat pnopel va éxouv wg

&xouy ritonavir

1 adEnon me AUC nepinou 2 gopég Kal 11 popée avtioTolxa, dTav ouyxophyolvral ue oxfuara nou

&
auBavop

Eixovo 4. Amoteléopoza avolntnons oro EMEA oe wepifairov AntPConc

H tautdxpovn xopnynon pe To Agenerase uropel va auEnoel ONPAVTIKA TIG OUYKEVTPWOELG TAAOPATOg TwV PDES avaoToAE WY KAl TV OXETIKOY QVETUBUHNTWY EVEPYEIQV

H Tautdypovn xopnynaon pe To Ageneraset priopel va auEnoet onuavTikd Tig ouykevTpaoelg mdaopatog Twy PDES avaoToAéwy Kal TwV OXETIKAY averuBiunToy evepyeiav

H tautéxpovn xopnynon pe o Agenerase propel va auEnoet onpavTikd Tig ouYKeVTpwoelg Thdopatog Twv PDES avaoToAEwy Kal TV OXETIKOV aVETBUHNTWY evepYEIQV
Zuyxophynon Tou APTIVUS kat xapmAng 86ang pirovaBipng pe avagToAelg 'mﬁ PDE 5 avapévetal va auEoel ouoIaoTIka TI§ OUYKeVTpGoelg g PDE 5 kai propel va odnynoet oe

¢ PDE 5, ouunepthapBavopévav g undTaong, Twv LETaBoAGV 6TV 6pacn Kal Tou plamouod.
Zuyxopnynon tou CRIXIVAN pe odevagiin, Tavtahag(An, kai Bapdevaglin (avaotohels PDES) avauéveTal va auEROEL onpavTikd T ouykEVIpwon oTo TAATHA QUTAV TV OUSLOY

Eav Aappavete oAdevagiin, vardenafil 1) tadalafil paZl pe Invirase/ pirovapipn, unopel va SlatpéxeTe Tov Kiviuvo napevepyeldy onwg xapnan nieon Tou alpatog, Ainobupla,

Edv AauBdvete alhdevap(in, vardenafil A tadalafil paif pe Invirase/ pirovaBlpn, unopel va 1aTpEXETE TOV KIVOUVO NAPEVEPYELRV OTIWG XAuNAN Tieon Tou aipatog, Amobupla,

Zuyxopriynon tou CRIXIVAN pe odevagiin, Tavtahag(An, kai Bapdevaglin (avaotohels PDES) avauéveTal va auEAOEL onpavTikd T ouyKEVIPWON oTo TAATHA QUTAV TV OUCLOY

Zuyxopnynon tou CRIXIVAN pe oindevagiin, Tavtahad(An, kai Bapdevaglin (avaotoels PDES) avauéveTal va auEAOEL OnpavTikd T OuyKEVIPWON 0To TAAOKA QUTAV TV OUCLOV
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Line
1 Laboratory studies in rabbits have shown evidence of maternotoxic and foetotoxic effects at dose rates approximating the recommended treatr
2 Laboratory studies in rabbits have shown evidence of maternotoxic and foetotoxic effects at dose rates approximating the recommended treatr
3 several other similar studies, a low incidence of cleft palate formation was observed at a maternotoxic dose (800 mg/ kg/ day).
4 several other similar studies, a low incidence of cleft palate formation was observed at a maternotoxic dose (800 mg/ kg/ day).
5 several other similar studies, a low incidence of cleft palate formation was observed at a maternotoxic dose (800 mg/ kg/ day).
6 several other similar studies, a low incidence of cleft palate formation was observed at a maternotoxic dose (800 mg/ kg/ day).
7 h respect to pregnancy, foetal development, parturition or postnatal development at non-maternotoxic doses (See, section 5.3).
8 h respect to pregnancy, foetal development, parturition or postnatal development at non-maternotoxic doses (See, section 5.3).
9 h respect to pregnancy, foetal development, parturition or postnatal development at non-maternotoxic doses (See, section 5.3).
10 h respect to pregnancy, foetal development, parturition or postnatal development at non-maternotoxic doses (See, section 5.3).
11 Animal studies showed reproductive toxicity but only at maternotoxic doses, and did not indicate direct harmful effects with respect to pregnancy
12 These effects were observed at maternotoxic doses at systemic exposures several times above the therapeutic exposure
13 The excretion of histamine in milk has not been studied in animals, but at maternotoxic doses in rats, offspring showed slight toxicity during early lactation (see Sec
14 rabbits no evidence has been seen of embryotoxicity, foetotoxicity or teratogenicity up to maternotoxic doses leading to fifty times exposure as compared to humans in rats and s
15 gliptin and metformin have not shown evidence of teratogenicity, but foetotoxic effects at maternotoxic doses (see section 5.3).
16 gliptin and metformin have not shown evidence of teratogenicity, but foetotoxic effects at maternotoxic doses (see section 5.3).
17 Animal studies have shown reproductive toxicity at high maternotoxic doses (see section 5.3).
Line Reference
1 Epyaotnplakés yeAETEG 08 KOUVENI £BEIEAV TOEIKEG ETUBpAOEIG OTNV £YKUO Kal equuowEméq oe Aoyleg rnou mnp; yy\Gav tn ouviotepevn déon Bepanelag ya
2 Epyaotnplakég yeAETeG O kouvEMa £BelEav ToEIkEG ETUdPATEIG OTNV £YKUO Kal tquucy:ELKéc emdpacelg, oe SocoAoyleg mou npootyyifav T ouvioTouevn doon Bepanelag yia
OKUAQ.
3 Ze pla peAén 08 MOVTIKOUG, AARG OX1 08 MOAAES AAAeg MapoUoLes HEAETES, mpatnpﬁerycs KPS MOTOOTS OXNUATIOHOU AUKOOTOUATOG 08 TOEIKN Yia T pntépa d6an (800 mg/ kg/
4 Ze pla peAén o MOVTIKOUG, AAAG OX1 OE TOAAEG AAAEG MAPOUOLES HEAETEG, mpurnpﬁﬁry«s KRG MOC0OTO aXNUATIOpoU AukoaTopateg oe ToElkN yia Tn untépa 56on (800 mg/ kg/
5 Ze pla peAétn 08 MOVTIKOUG, AAAG OX1 08 MOAAES AAAEG MapOUoLES HEAETEG, mpatnpﬁerycs mpé Mo000Td OXNUATIOHO0 AUKOOTOHATOG 08 TOELKY Yia TN unTtépa déan (800 mg/ kg/
6 Ze pla peAén oe movTikoUg, aAAG OX1 oe MOAAEG AAAeg napouoleg pehéTeg, mpurnpﬁery(s EMKDG MogeoTd oxnuatiopod AukooTdopatoeg o ToEkN yia T untépa déon (800 mg/ kg/
MeAéteg oe {Da dev KaTtédelEav Aueaed f) Eppeoeg \ 1, OTNV aVATTTUEN Tou epBploU, OTOV TOKETS i OTN UETAYEVVNTIKA QvATTuEn o8 un
7 ToEkEG yia T untépa S6oelg (BAETe napaypado 5. 3) Zopdwva pe v évﬁlen n xop Vnon Tou Diacomit katd v eykupoolvn kal oe yuvaikeg nou BplokovTal 08 avanapaywyik
n( u 5sv c(val avapevopevn.
MeAéteg oe {ha dev katédelEav Gueaeg M Eupeceg 1, 0TV avanTugn Tou euBpUou, OTOV TOKETS N OTN HETAYEVVNTIKN QVATITUEN GE un
8 ToEIkEG Yia T unTépa 560e1g (BAéme napaypado 5. 3) qummvu e mv évaslgn n X“D"Pl"\“"\ Tou Diacomit kaTd Tnv eyKupLoolvn kal oe yuvaikeg nou BplokovTal oe avanapaywyikr
mu dev vmuvupev HEV
Mehéteg oe {ha dev karédelkav Aueoeg M) EPHED MV avartugn Tou epfplou, OTOV TOKETO ) OTN HETAYEVVITIKA avanTuEn oe pn
9 Tokikég yia TN untépa Sooelg (BAETE mapaypago 5. 3) Euuqm:vu HE TNV é:vﬁlen n xop vnun TDU D\aocm\l KaTd v eyKUpooUvn Kal oe yuvaikeg nou BplokovTal o avanapaywyikn
0 ARV Rlval avausvousvn.
r
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increase in PDES inhibitor associated adverse reactions including hypotension, synope, visual changes and prolonged erection.
increase in PDES inhibitor associated adverse reactions including hypotension, synope, visual changes and prolonged erection.
increase in PDES inhibitor associated adverse reactions including hypotension, synope, visual changes and prolonged erection.
increase in PDES inhibitor associated adverse reactions including hypotension, synope, visual changes and prolonged erection.
stra together, you may be at risk of side effects such as low blood pressure, passing out, visual changes and penile erection lasting more than 4 hours.
stra together, you may be at risk of side effects such as low blood pressure, passing out, visual changes and penile erection lasting more than 4 hours.
stra together, you may be at risk of side effects such as low blood pressure, passing out, visual changes and penile erection lasting more than 4 hours.
sildenafil and an increase in sildenafil-associated adverse events, including hypotension, visual changes, and priapism.
ultin an increase in PDES inhibitor associated adverse reactions, including hypotension, visual changes and priapism.
ultin an increase in PDES inhibitor associated adverse reactions, including hypotension, visual changes and priapism.
may result in an increase in sildenafil associated adverse events, including hypotension, visual changes, and priapism.
may result in an increase in sildenafil associated adverse events, including hypotension, visual changes, and priapism.
Intracranial hypertension (IH) with papilloedema, visual changes, headache, nausea and/ or vomiting has been reported in patients treatet
Intracranial hypertension with papilloedema, visual changes, headache, nausea and/ or vomiting has been reported in a small numbe
To be taken in consideration by patients on a controlled sodium diet. * If symptoms like visual changes, headache, nausea and/ or vomiting occur, especially within the first eight
gn increased brain pressure (benign intracranial hypertension), which are papilloedema, visual changes, headache, nausea and vomiting, may occur more often in children with ¢
- If symptoms like headache (severe and recurrent), visual changes, nausea and/ or vomiting
Reference
oupBapdTwy, nephauBavepévay UTGTaoNS, OMTIKGY AAAAYOV Kal TPIATIoNo 0.

Me don Ta sedoutva yia ﬂ}‘vl{:rrovuﬂ[pn xat GAhoug avaoTohelg npwTeGong, oL OUYKEVTP@OEIS MAdopatog Twv avaotohbwy PDES (m. x umﬁsvutp[}m kal Bapdevadlhn) avapévovral
va auENBolv onpavTika Tav ouyxopnyolvtal pe Telzir kai pirovaBipn, npdypa mou evBExeTal va 0BNYACEL 08 EPGAVION QVErBUUNTWY EVEPYEIOV TIOU OXeTigovTal HE Tov
avaoToAéa g PDES, oupnepiapfavouévamy TG unbTaong, Twv ONTIK@Y peTaBoAGY KaL TOU TIPIaMOpod.

Me don Ta sedoutva yia rl}lv({:rrovuﬂ[pn xat GAhoug nvnom)\s[q TIPWTEAONG, 0L CUYKEVTpMOEIG TAGOUATOS Twv avacTohéwv POES (1. X atkdevaglAn kai Bapdevagiin) avapévovrat
va auEnBolv onpavtika dTav ouyxopnyolvral pe Telzir kat pirovaBipn, npdypa mou evdExetal va odnyACE og ERGAVION averBUUNTWY EVEPYEIOY MOU OXeTgovTal HE Tov
avagtoAéa g PDES, m:pl)\nuﬂavouévnq G UNGTAANG, TWV OTTIKWY HeTaBoAdv kai Tou mplamopod.

Zuyxpovn xopfiynan Pl pe oiAdevad(in
20yxpovn xopfynon Pl pe ohbevagidn avapévetal 6Tt Ba auEfoel onpavTikd ™ ouykévipwan g oikdevaging kai unopel va odnyhoet o adgnon averBiunTwy EVEPYEIRY MOy
oxetifovTal pe T oiAGevagpiin, oupnepihapBavopévov UNGTACNG, OMTIKOV HETABOAGY Kal Mplamopol
EvBokpaviakn unéptaen (IH) pe oldnpa mg ommikng Bnm}}q mmxéq petaBohéc, kepahahyla, vautla )/ kal peto £xel ﬂvams pBel oe aoBevelg mou unoBdArovTal oe Bepanela pe

X, onwg xet avagepBel e m Bepaneutikh xophynon G
Ze pikpd aplBpd aoBeviv ol omolol unoBAfBnKay oe Bepmls[n pe owpatpornivy avadépbnxe svﬁoxpuvmkh urlép'ruon e oldnpa TG omTiknG BNANG, omTiKéEG aAhoIBOES,
kegaAahyla, vautia 1)/ kal épeTog.

H 86on g voouhlvng mBava va ypeiadetal puﬁumn&mtd mv évapin Bepanelag pe owparpontivr). * £e aobevelg ue eheyxdpevn npbonyn vatplou va hapBaveral unbyn étautd
T0 GApHAKEUTIKG TIpOidV epIExEl 82 mg vatplou ava guolyylo. * Av pgavioBouv OUNMTOPATA, 6MWG OTTIKEG AAAOLOOELS, KemaAaAvla vautia fi/ kai £peTol, 1BlaiTepa EVIOQ TwV
MPWTWY OKT® eRBONadWY PeTd and v Evapkn g Bepanelag pe cwpatporivn, napakahelobe va gupBoukeuBelte Tov yiatpo. * Ze neplmrwon unoheiToupyiag Tou Bupeoeldn
adéva (unoBupeoelSIouos), mou Bev EXEl AVTILETWIOTEL Bepuneuﬂm mbavd va peiwBel n BEATIO avTanodkplon o1 owuatporive.

I AofiBoug alEnong me dalikig nieong (kahon 61 fj unéptaon), 6rwg n[bmm mg nrmxﬁq BnAfig, ahh ™G dpaong, kepararyla, vautla kat
£ETOG, pnopel va epdavicBolv ouxvétepa o8 naida LE xpévm VEGPIKY Ta orola A panela e NutropinAq.

- 2 Mep(MTwon Nou NapouoIdeETe CUUNTAUATA OTWG MOVOKEPAAD (ooBupéq Kat
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39 Pramipexole was not teratogenic in rats and rabbits, but was dc in the rat at ic doses (see section 5.3).
40 3liptin and metformin have not shown evidence of teratogenicity, but foetotoxic effects at maternotoxic doses (see section 5.3).
41 gliptin and metformin have not shown evidence of teratogenicity, but foetotoxic effects at maternotoxic doses (see section 5.3).
42 performed in laboratory animals (rat, rabbit), did not show a teratogenic, embryotoxic or maternotoxic effect of amoxicillin.
43 performed in laboratory animals (rat, rabbit), did not show a teratogenic, embryotoxic or maternotoxic effect of amoxicillin.
44 ixidectin in rats and rabbits have not produced any evidence of teratogenic, foetotoxic or maternotoxic effects.
45 ixidectin in rats and rabbits have not produced any evidence of teratogenic, foetotoxic or maternotoxic effects.
46 ixidectin in rats and rabbits have not produced any evidence of teratogenic, foetotoxic or maternotoxic effects.
47 studies in rats and rabbits have not produced any evidence of teratogenic, foetotoxic or maternotoxic effects.
48 *studies in rats and rabbits have not produced any evidence of teratogenic, foetotoxic or maternotoxic effects.
49 aboratory studies in cattle have not provided any evidence for teratogenic, foetotoxic, or maternotoxic effects.
50 Laboratory studies in mice have not produced any evidence of teratogenic, foetotoxic or maternotoxic effects.
51 zone in rats and/ or rabbits have not produced any evidence of teratogenic, foetotoxic or maternotoxic effects.
52 zone in rats and/ or rabbits have not produced any evidence of teratogenic, foetotoxic or maternotoxic effects.
53 ion of hydrocortisone aceponate being negligible, it is unlikely for teratogenic, foetotoxic, maternotoxic effects to happen at the recommended dosage in dogs.
54 ion of hydrocortisone aceponate being negligible, it is unlikely for teratogenic, foetotoxic, maternotoxic effects to happen at the recommended dosage in dogs.
L5r?e liphate and miconazole nitrate being negligible, it is unlikely for teratogenic, loeloloxi'{:e%rg:égrnotcxm effects to occur at the recommended dosage in dogs.
i
39 H pramipexole o¢ enluueg kal kouvéhia Sev £3eiEe Tepatoyéveon, ala BpéBnke euBpuoToEKN oTov eniuu ot 560eiq Mou frav ToEiKES yia ) imTépa (BA. napdypago.
40 Ot peAéteg oe Zoa pe BAvrayAurivn kat ueTgopuivn dev Exouv delEet Tepatoyovo 5paom aAAa euBPUOTOEIKES EMBPACTEIS OE TOEIKES Yia T UnTépa 800EIS (BA. mapaypado 5. 3).
41 O peréteg oe {wa pe BihvtayAurrivn kat petdopplvn dev Exouv SelEet Tepatoyovo Spaon aAAd epBpuoTokikéq emapdaem oe roElxéQ yla m pntépa 5bocnq (BA. napaypago 5. 3).
42 Epyaomplakég peréteg o Zoa (apoupalo, kouvél) dev TEPATOYOVO, £ 1 p ™S ay )
43 Epyaotnplakég pehéteg ot {ha (apoupalo, kouvéhy) dev antdetgav Tepatoydvo, cquuomElxé 1 imp \u\u unmt)\s:o;m ™G AUOEIKIAL
" Kata v didpkeia peAetdv pe widakhomnpldn Kat poEdektivn o€ kouvéNa kat t:rd,uueg EV £pYeleq ELBPUOTOEIKOTNTAG, mparovévwncf] TOEIKG
UUTIOLATA OV QVANAPaywYN.
4 Kata v Sidpela peheTdv pe widakhomp(dn kat LogdeKTIvY oe kouvEMa Kal enluueg dev LMTEQ eVEPYEIEG EBPUOTOEKOTNTAG, TEPATOY 1 ) TOEKG
OupTTUATa TNV avarapaywyn.
% Kata mv Siapkela peAeT@v pe yidaxhomp(dn Kat LoEBeKTivn og kouvéa Kat enluueg Bev £pyeleg eBPUOTOEIKO™TAG, TEpaTOYEvEDNG ) TOEIKG
oupTThpaTa 0TV avanapaywy.
47 Anb Tig epyacnplakég peAETeg o apoupaloug Kai kouvéAia dev 1kav evBElEelg Tepatoy EiKOTTAG 1 TOEIKO™TAg o UNnTépa.
48 And Tiq epyaomplakéq peNéTeq o apoupalouq Kal KouvEAa eV 1Kav eVBE(EEIS TEPATOY Bpuom&u(bmmq 1 ToEIkd™TAg 0N M TéPQ.
49 Epyaompiakég peAétes oe Booeidh, dev antdeigav my umpin TEPATOYOVOU, SIIBDUOYOEIK G 1) INTPIKOTOEKNG Bpdong.
50 Epyaomnplakég peAéTeq o€ movikia Sev EXouV rap evdelEelg Tepatoy 5, 1) ToEIKOTTAg MPOG To £pBpuo 1) ™ pmTépa.
51 An6 TG epyaoTNPIaKéq HEAETEG pe TN peTadAoupGovn oe apoupaloug f/ Kai kouvéNia dev SlamaThBnkav evasl&.lq TEPATOYEVEDNG, EUBPUOTOEIKOTTAg \‘] ToEIKO™TAg 0N pNTéRa.
52 Anb g spvaomplakég ENETE pe T peTaghoupitovn oe apoupaloug N/ kat kouvéhia bev dlamotdBnkav evéeliclq Teparoyéveong, euBpuoToEIkOTTAG ) TOEIKOTTAg 0T PNTépPa.
53 1 poonon ™M elval apeAntéa kal €10l dev unap; evdelgelg tepatoy 1S, Taq Kal TOEIKO™Tag 0TV UnTéPa ePOoOV.
0 poidv xpnoyonole(tal ot ouvioTduevn Séon.
54 I31a(tepeg MPOYUAAEEIS ou npénm va AauBavovral ané To tnoyo oy xopnvz( T0 wapuaxeumb npo(bv oe {ba
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Maculopathy Retinal toxicity Diplopia Lens opacity Visual impairment Vision blurred
Early cataract, maculopathy
Early cataract, maculopathy
Early cataract, maculopathy
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