IHAPAPTHMA I

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Cepedex 0,5 mg/ml gvéoipo S1dAvpa Y100 GKOAOVG KOl YOTEG

2. MNOIOTIKH KAI ITOXOTIKH XYNGEXH
1 ml mepiéyet:

ApaoTIKI| oVGia:

Y dpoyrwpikn de€pedetopudivn 0,5 mg
(1oodvvapei pe de&pedetopudivn 0,42 mg)
"Exdoya:

Methyl parahydroxybenzoate (E 218) 1,6 mg
Propyl parahydroxybenzoate 0,2 mg

BA. tov mApn katdAoyo ekddymv 6To Kepaiato 6.1

3. ®APMAKOTEXNIKH MOP®H
Evéowo didivpa.

Awowyég, dypmpo StaAvua.

4. KAINIKA XTOIXEIA

4.1 Eiom {oov

YvAot Kot YATeG,

4.2 OgpamevTikég evoeiEelg mpoaoropilovtag Ta gion Lowv

INo ypnon o un emepPfotikég, ELAEPOC EMG LETPLO ETMOVVEC, JAOIKOGIES KOl EEETAGELS TOV OTOLTOVV
COUOTIKY GVYKPATNON, KATUGTOAN KOl OVOAYNGi0l € GKOAOLG KOl YOTES.

Mo Babid kKotastodn Kot avaiyncio 6e GKOAOVS OTAV YPNGLOTOLEITAL GE GLVOVAGUO LE
Bovtopeovorn Yo 1OTPIKEG KOl LUKPES YELPOVPYIKEG EMEUPACELC.

Mo Tpovapkmon 6Tovg GKOAOLE Kol OTIG YUTEG TTPLV TN YOPNYNON KOl TN S10THPNON TNE YEVIKNG
avarsOnoiog.

4.3 Avrevoeiteg

Na pnv ypnoponoteitat oe LA pe KOPILoyyEIKES SUTAPUYES.

Na pnv ypnowponoteital e {da pe cofapn cvotnpatiki voco 1 og {da mov givor etopoddvara.
Na unv ypnoylonoleiton og TEPITTOOELS VIEPELAIGONGING GTN dPOCTIKY 0VLGIN 1} GE KATO0 0d TO!
éKdoya.

4.4 Eidwég mpogrdomonjoelg Yo ke gidog {dov

H yopriynon ¢ de&pedetopdivng o okdAovg nitkiog ukpotepng twv 16 efoopddmy Kot Ydteg
nAwiog pikpotepng twv 12 gfdopddmv dev Exel pehetndet.
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4.5 Iowitepeg TPOPUVAAEELS KATH TN Yp1jon

Idwitepec Tpo@LAGEELS KaTd T ¥p1ion o€ Lha
Ta vd Bepameio (da Tpémel va kpatovvtor o€ (0T Ko otafepn] Bepprokpacio, Kot KaTd TN SIUPKELN
NG O1adIKOGTOG KOl KOTE TNV ovavnym.

Yuviotdtot to {ma va gival viiotikd 12 dpec Tpv amd ) yopnynon tov Cepedex. Nepd umopei va
dobel.

Metd ) Ogpaneia, dev Oo mpémet va divetar vepd M Tpo®n Tptv 1o {do Vo gival 1kavo Yo KoTamoon.

Evdéyetar va mapovciactel BolepdTnTa TOL KEPATOEIDOVG KOTA TN S1dpKELn TNG KATAGTOANG. Ot
o@Baipoi Oa TpEmel va, TPOGTUTEVOVTL UE £VO KATAAANAO VYPOAVTIKO.
Noa ypnotponoteital pe Tpocoyn o€ vepHAKa {Ma.

H acpddeia g deEuedetopidivng dev €xet tekunplodel oe apoevikd mov mpoopilovral yia
OVOTTOPOY Y.

210 veupikd, emfetikd 1 oviovyo (do TpEnet va SIveTor 1 SuvaToHTNTA VO NPEUNCOVY TPV OO TNV
évapén g Bepamneiog.

[Ipémet va Tparypotonoleital Guyvr| Kot TOKTIKH TOPOKOAOLONGN TG AVATVEVGTIKNG KOl TNG
Kkapdlakng Aertovpyiog. H moipuc oupetpia iocmg eivar xproun aArd dev eivorl 0OLGLOGTIKT Y10 TNV
emopkn mopokolovOnon. [pénet va givar dStabéotpog eE0mAMGUOG Yo ¥EPOKIVITO 0EPICUO TNV
TEPIMTOOT OVOTVEVGTIKNG KATAGTOANG 1 ATvolog EELTOL amd TN Stodoyikn xpnon de&pedetopudivng
Kot KeTapivng yuo tnv tpdkAnon avaictnoiog otig yateg. XuvioTdtol ENIGNG VoL VITAPYEL AUEGOL
drabéopo o&uydvo, og mepinTwon oL aviyvevdel 1| VIAPYEL LITOYia Yio VITO&aLia.

21006 GPPOOTOLG Kot KATABEPANUEVOVS GKOAOVLS KOt YATEG omatteitan TpovapKmon Uovo Ue
de€uedetodivn mpv omd TN YOp1YNOo™ Kal doThpnomn TS YEVIKNG availctnoiog fdoet piog
a&10AdynoNg Tov KvdHVoL - 0QELOVG.

H ypnon de&pedetopudiving g HEGo TPovAPK®GNG GTOVS GKOAOVS KOt GTIG YOTES LELMVEL CTLOVTIKA
TIV TOGOTNTA TOL YOPTYOVLEVOD PUPIAKOD TTOV OTOLTEITAL Y10, TV EICAYWOYT TNG avolcOnciog.
Amotteitol Tpocoyn KOTA T XOPNYNoT TOV EVOOPAEPIOV PAPUAK®V EIGAYMYNG HEXPL VA emtevydel TO
emBvunTo amotéhespa. Ot AmUITNOELS Y10 TTNTIKE ovacOnTIKA Yo Tn dlathpnon g avalotnoiog
glvon emiong petopévec.

Idwitepec mpouAdEeic Tov Ttpémet va Aapfdvovtol omd To GTOUOo TOL YOPNYEL TO POPUAKEVTIKO
mpoidv e Loa

H de&pedetopdivn etval kaTaoTaATIKO Kot VIVOTIKO apuaxo. [lpénet va Aapufdvetorl pépva yio tnv
OTOPLYN CVTOEVESNC. X€ TEPITTMOT KATA AdBog ANYNG amd 10 oToHA 1) aVTOEVEST), {NTHOTE OUECHG
TPk GCUUPOVAN KoL ETOEIETE TO PUALO OONYIDV XPNOEMG 1| TNV EMGTUAVOT GTOV 10Tpd aAAd MHN
OAHTIEITE xabmg evoéyetol va TapouclacTel KATUGTOAN KOl 0AAAYEG GTIV OPTNPLOKT TEDT).

H yop1jynomn tov mpoidévtog amd eykhovg TPEMEL va YIvETaL LE WO10UTEPT] TPOGOYT MOTE VO, ATOPEVYETOL
N avToéveat), kKabmg evoEyeTal vo TPokANB00V GUGTAGELS TNG UATPAG KOl LEIMON TNG APTIPLOKNG
mieong Tov guPpvov PeTd amd aKoLGLN CLGTN KT £KOeo.

Amo@phyete TNV €XAQT TOL TPOTOVTOG LE TO OEPUA, TO LATIO 1) TOVG PAevvoyovoug. Tlpoteiveton 1
YPNON CTEYAVAOV YOVTIOV. XE TEPIMTMOT EXAPNS TOV TPOTOVTOG UE TO dEPUA 1) TOVS PAEVVOYOVOLG,
Eemhbvete apéomg petd v £kBeon To déppa mov £xet ektebel pe peydin mosoTNTO VEPOL Kol
APULPECTE TO, LOAVGUEVO poVYO. TTOV PPIoKOVTUL GE GUECT) EMAPT LLE TO OEPUN. LE TEPIMTMON EMAPNG
pe ta patia, Eemivvete pe apbovo kabapo vepo. Edv eppavictodv cvuntopata, {ntiote tn copfovin
Tpov.



H yopfiynon tov ktviatpikod QoprOKEVTIKOD TPOTOVTOC Atd GTOUA LLE YVMGTH VIEPELUICONGia oTN
dpaoTiKi ovcia 1 6€ KAmolo omd T K0y TPEMEL VAL YIVETOL [LE TPOGOYN.

SuppovAn mpog tovg atpovs: H de&uedetopdivn ivat évog 02-00pevepyKoc ayovioTnc, Kot To
GUUTTMUOTO PETA TNV ATOPPOPTCT TOV UITOPEL VO TPOKAAEGOVV KAVIKES EMOPACELS OTLG OTTOLEG
TEPIAOUPAVOVTOL S0GOEEAPTOUEVT) KOTAGTOAN, OVOTVEVGTIKY] KATAGTOAN, fpadvkapdia, vrdtac,
Enpootopia Kot vepyAvkoio. ‘Exovv eniong avagepOei kothakéc appubuiec. H avtipetonion tov
OVOTTVELGTIKMV KO OLLOSVVOLIK®Y CUUTTOUATOV O Tpénet va elvar cupntopatiki. O e101kog
02-00PEVEPYIKOC OVTOYWOVIOTNG, 1 oTiatelOAN, 1 omoia eival eyKekpUEVT Yo xprion o€ Lma, Exel
ypNnoonrondel 6Tov dvOp®MTO POVO TEPAUOTIKE Y10l VO OVTAYOVIGTEL TIG EMOPACELS TTOV
TPOKAAOVVTUL Ao TN deEUEdETOUDIVY.

4.6 AvemOOunTeg evépyseieg (ovvoOTNTO KOl GOPapOTITA)

AOY® ™G 02-adpeEVEPYIKNG OpACT|G TNG, 1 de&pedeTodivn TpokaAel Leiman Tov Kapdlakol puduov
Kot g Beppokpasciog Tov COUOTOC.

Mmropei va mapoatnpndei peimon tov pubpod g avamvong og LEPIKOVG GKOAOVG KOl YATES.
[Tvevpoviko oidnua éxel avapepbel omdvia. H aptnploxn mieon apyikd avEdvetat Kot 6T GUVEXELD
EMAVEPYETOL OTO PUCIOAOYIKO 1| AlYO TTLO YOUNAG 0O TO PLGLOAOYIKO.

AdY® NG TEPLPEPIKNC AYYELOGVOTOCTG KOL TOV PAEPIKOD OTOKOPEGLOD TOPOVGIN PLGLOAOYIKNG
aptplaxng o&uydvmong, uropei va mapatnpndei wypdTa Ko Kudvoon tov AevVoyovay.

Mnopei va onpelmet épetog 5-10 Aemtd petd tnv €veon. Mepucoil 6kOAOL KO YATES UTOpPEL EMTiong va
KEAVOLV EETO KOTA TN GTIYWN TNG OVAVIIWTG.

Kotd ) didpreta g KatasToAng umopel va onpetmbel poikdg tpopog.

BoAepOTNTO TOV KEPATOEWOOVG Umopel va, mapotnpn el katd T didpketa tng kaTtooToAng (BA. emiong
mopaypapo 4.5).

Otov 1 de€uedetoptdivn kot 1 keTopivn xpNouomolobvtot Stadoyikd, He Sopopa evog dEKAAETTOV, OL
YATEG 10MG TOPOVCIACOVY TEPIOTAGLUKE KOATOKOMOKS (AV) amokAelopd 1 EKTOKTEG CLGTOALC.
Avapevopeva avamvevoTikd copfavta gival n fpaddnvorla, 0 S10KOTTOUEVOG OVOTVEVGTIKOG pLOUOG, O
VIooEPIoUOG kol 1 dmvola. H gpodvion vro&atpiog ftov cuyxvn o€ KAVIKEG SOKIUEG, 101(0¢ OTA TPDOTA
15 Aemtd g avaioOnoiog pe depedetopudivn-ketapivn. ‘Epetog, vmobeppio Kot veupikdtnto £xovv
emiong avapepbel Enetta amd T€Too Ypnon.

Orav 1 6e&uedetopudivn Kot 1 ouTopPavorn xopnyodvIal TOVLTOYPOVO GE GKOAOVGS, EVOEYETL VA,
TAPOLGLoTEL fpadvmvola, ToybrTvola, aKavovioTog puOudc avamvong (20-30 devtepdienta dmvolag
akolovBovpeva and apkeTég Tayeieg avamvois), vro&aipio, HUIkEG GUCTAGELG 1) TPOLOG 1| AKOVGIEG
KIVGELS TOV UTPOCTIVOV TOOLDV, SIEYEPCT], GIEAOPPOLL, 0KOVGLO TpocTdfeila Yo ELETO, EUETOC,
o0pNoN, dePUATIKO epOONUE, OTdTOUN APVTVION | TUPOTETAUEVT] KATOGTOAN. Exouv avapepei
Bpadvappubuieg kat tayvappvbuies. Avtég evdéyetan va mepthappdvovv cofapn ieforkoppikn
Bpadvkapdic, KOATOKOIMOKO ATOKAEIGUO TPMTOL Kol OEVTEPOL BadLov, pAeforopufikn avakomn 1
06T, KAOME Kol KOATIKES, VITEPKOIALUKES KOl KOIMOKEC TPMOULEG GUGTOAEC.

Orav n de&pedeToudivn ypNoILOTOEITOL OC LEGO TPOVAPKWOONG GE GKOAOVG, EVOEYETOL VO
TapoLGlaoTel fpadvmvola, Tayvmvola kot £uetoc. Exovv avagepbei Bpadvappubuisg kot
TayvappLvOuieg ko mepthappdvovv cofapn ereBokopPikn Bpadvrkapdic, KOATOKOIMOKO OTOKAEIGUO
TPMTOV KOl SEVLTEPOL Paluov Kot PAEBOKOUPIKT AVOKOT. L& GTAVIEG TEPIMTMOCELG EVOEYETOL VO
TopaTNPENO0VY VITEPKOIAAKEG KO KOIMOKEC TPMULES GLOTOAEC, PAEPoKOUPIKN TOoT Kot
KOATOKOIAMOKOG AOKAEIGHOG TpiTov Pabuod.

Otav n depedeTouidivn ¥pNOYLOTOIEITOL WG LEGO TPOVAPKWOGONC OTIG YATEC,EVOEXETUL VATOPOVCIUOTEL
€UETOC, KOVl TPOSTADELD Vi EUETO, @YPOTNTA PAEVVOYOV®V Kot YaunAn Oepuokpacio copotoc. H



gvOoLTKN Yopnynom o€ 60celg v 40 pikpoypoppdapia/kg copaticon fapovg (o.p.) (axolovBoduevn
omd Ketapivn 1 TPOToPOAN) TPOKALESE cLYVA PAEPoKOUPIKY Bpadukapdia Kot PAEBOKOUPIKT
appvduio Tepiotaciokd AV amokAeoUd TPOTOL Pabod Kol CTAVIN TPMIUEG VTEPKOIALOKES
EKTOANDGELG, KOATIKT O1dvpia, eAeforopufikég mavoelg, AV amokhielopd deutépov Pabpod 1 GVoTOAEG
KoL puOPOVS EK dLOPLYNC.

H cvyvotmra tov avemBountov evepyeidv kabopiletor og axorobbmg:

- ToAD ovyvn (mepiocdtepo amd 1 ota 10 (oo Tapovctalovy avembiunteg evépyeleg Katd Tn S10PKEL
g Oepameiog)

- ovyv1 (epLocoTEPO amd 1 aAld Aydtepo amd 10 {da ota 100 vio Oepaneio {Oa)

- un ovvnBicpévn (tepiocdtepo and 1 aArd Arydtepo amd 10 {ma ota 1000 vd Bepaneio (o)

- ondvia (TeptocdTepPo amd 1 oaAAd Ayotepo omd 10 {da ota 10.000 vrad Beponcio (Do)

- ToAD ondvia (Ayotepo and 1 ota 10.000 vro Oepancia {da, copmepLofovopévev LELOVOUEVOY
aVaPOPOV)

4.7 Xpnon katd Tnv kdNON, TN Yorovyia 1] TNV OOTOKIA

H aocpdlela g de&pedeTopdivng dev éxet amoderyBel Kotd tn dtapkea T KOMONG Kot TG YoAovyiog
ota €ioM-010Y0. ETopévamg, dev cuvietdtar 1) ¥pior Tov Tpoidvtog KaTd T O1dpKELN THG KOTIONG Kol
g yoAovyiog.

4.8 Aliemopdceig pe ALY QOPUIKEVTIKE TPOIOVTA KO GAAES HOPPES GAIAETIOPAONC

H ypnon AoV KOTOGTUATIKOV TOV KEVIPIKOD VELPIKOD GUGTNUOTOG AVOUEVETAL VO EVIGYVGEL TNV
enidpaom g de&pedetoudivng Kot emopévag Bo Tpémet va yivel KatdAANAN Tpocapproyn g 66omG.
Ta avTyolvepytkd TPEMEL VO YPNCUYLOTOIOVVTOL LE TPOGOYN He TNV de&pedetoudivn.

H yopfiynon atimopueloAng petd tn de&uedetodivn avaoTpEPeL Yp1yopa TIC ETOPAGELS TOV
QOPUAKOD KOl £TCL LELOVEL TO XPpOVO avavnyng. Evtog 15 Aentdv o1 6kOAOL KoL 01 YATES EXOLV
Kavovikd Eumvioel Kot UTopovv vo otafovv.

I'dteg: 'Enerta amod yopnynon 40 wikpoypoppapiov deuedetopdivng/kg 6.5. evoopvikmg tontdypova
ue 5 mg ketapivng/kg 6.p. otig yateg, N Héyom cvykévipwon ¢ deEuedetopdivng avéndnke oto
oo oA avTd dev emMPENGE TO Tmax. O pécog xpdvoc nuILmNg TG amofoANg TG
deEpedetodivng avéndnke oe 1,6 dpeg kKot n cvvorkn ékbBeomn (AUC) avénbnke katd 50%.

Mo 860om 10 mg ketopivngkg .B. ypnopomolovpevn tavutoypova pe 40 LiKpoypappdpio
deuedetodivngkg o.p. evdéyetal va Tpokarécet Tovkapdia.

H atimopeloin dev avaotpépet tn dpdon tng KeTApivg.
4.9 Aocolroyio Kol TPOTOS YOPNYNONS
To ktnviaTpikd eoapuaKevTIKd TPoidv Tpoopiletar yo:

- Zk0Aovc: evoopAEPLa 1 evooULIKT Yop1ynon.
- ['Greg: evdopvikn yoprynon.

To KTV1aTPIKd POPHOKEVTIKO TPOioV dev Tpoopiletal Yia emavaAapPovOUEVES EVECELC.
To mopa eloydpnong propet va datpndet pe acepdreia Eoc kal 100 popéc.

H de&pedetopudivn, n fovtopeavorn ko n ketapivn propodv va avapuyfovv otny idia copryya
KkaOdg €xel amoderyDel OTL vl POPUAKOAOYIKA CUUPATES.



ZuvVIeTOVTOL 01 0KOAOLOES dOGELS:

ZKOAOL
O10060¢1g g 0e&pedetopudivng Pacilovtol 6To eUPaddv EMPAVELNG CMDUATOC.

TNa pn emepPatikés, ehappadc £m¢ LETPLO EMMDOVVEC, SLOOKACIES Kot EEETACELS TTOL OTALTOVV
OOOTIKT GUYKPATNON, KOTAGTOAN KOl OVOAYyNGla:

Evdopiefimg: émg kot 375 pukpoypoppdpto/tetpaymvikd HETpo epPadod ETLPAVEINS GOUATOS
Evdopvikd: £o¢ kot 500 pkpoypoppdpta/tetpaymvikd LETPo euPfadod ETIPAVELNG CMLOTOC

Orav yopnyeital oe cuvovacuod pe Bovtopeovorn (0,1 mg/kg 6.5.) yio Pabid katacTtoAr Kot
avaAynoio, 1 evoouvikn d0om g de&uedetopudivig eivor 300 pkpoypouudplo/TETPAYOVIKO HETPO
euPadod EMPAVEING COUATOC.

H d60on mpovapkmong pe de&pedetoudivn eivan 125 - 375 pikpoypoppdplo/teTpoy®vikd HETpo
eUPadod ETPAVELNGCOUATOG, YOPTYOUREVT 20 AETTA TPV GO TNV EIGAYMYN Y10 SUOIKOGIEG TTOV
arortovv avaictncia. H 66om mpénet va mpocappoletor avaioya pe Tov TOTO TG YEPOVPYIKNG
enépPaong,  dbpkela TS dradtKaciog Kot TV 1tocvyKpacio Tov achevr).

H tovtoypovn ypnon de&uedetopudiving kot foutoppavorng TPokaAel KOTUOTOATIKEG KO AVOAYNTIKEG
EMOPAGELS TOL AALPAVOLY YDPO TO TOAD péca o€ 15 Aentd. H péylotn KoTtaoToATIKN Kol OVOAYNTIK)
dpdon Aappavel yopa 30 Aemtd petd ™ yoprynon. H kataotodn dapkei tovddyiotov 120 Aemtd petd
TN yopnynon Kot n avoiynoia dapkei tovAdyiotov 90 Aemtd. H avB6puntn avévnym AapuPavet yopo
péoa oe 3 dpeC.

H mpovaprmon pe de&pedetopidivn HEMVEL GNUAVTIKA TNV ATOITOOUEVT] SJOCOAOYIO TOV avolcOnTIKoD
HECOV E1GOYMYNG KO LELMVEL EMIONG TIC OMALTNGELS GE TTNTIKE ovousOnTiKd pésa Yo T St pnon
™G avalonciog. Xe pio KMvIKN HEAETN, O OTOUTHOELS Y10 TPOTOPOAN 1 BEl0TEVTAAN HetdONKaY KOTA
30% kot 60% avtictotya. Olot o1 avalsOntikol TapdyovTeg TOV XPNCILOTOONKOVY Yo EIG0Y®YN 1
dlaTnpron ¢ avaictnciog TpEmEL va yopnyouvTol PEypt TNV enitenén tov embouunton
OTOTEAECUATOC. X€ L0l KAWVIKT] HLEAETT), 1| deEpedeTOUIOIVI CUVEPOLE TNV EMITELEN LETEYYELPNTIKNG
avoiynoiog yio dtdotnpa 0,5 — 4 opdv. Qotdcs0o avt 1 ddpkeLd e£opTaToL 0md SLAPOPES LETUPANTES
Kot Ba Tpémel va yopnyeitan TEPAITEP® OvVOAYNGlo avAAOYO Pe TNV KAWVIKT KpioT.

Ot avtictotyeg 060¢€1C e BAoN TO PAPOG COUAUTOS OVOPEPOVTOAL GTOVS TOPUKAT® TIVOKES. XVVIGTATOL
M XPNO™M oVPLYYOG UE KATAAANAN dtofabion yia va, Stacparictel n axpiPnc docoloyia oty
YOPYOVUVTOL UIKPEC TOGOTITEG.

Mo pn erepPotikég, ELaPPAOG £0G PETPLO EMDOVVES, OLUOIKOCIES KO EEETACELS TOV ATALTOVY
COUUTIKY] GUYKPATGT, KUTUGTOAN KOl OVOAYNGLO KL Y10 TPOVAPKOGT
Bapog AggpedeTopdivn Aggnederopdivn Aggnederopdivn
CONOTOG 125 jkpoypappdpro/m? 375 mkpoypappapia /m> | 500 mkpoypoppdpro/m?>*
OKUAOV
(kg) (mcg/kg) (ml) (mcg/kg) (ml) (mcg/kg) (ml)
2-3 9,4 0,04 28,1 0,12 40 0,15
3,1-4 8,3 0,05 25 0,17 35 0,2
4,1-5 7,7 0,07 23 0,2 30 0,3
5,1-10 6,5 0,1 19,6 0,29 25 0,4
10,1-13 5,6 0,13 16,8 0,38 23 0,5
13,1-15 52 0,15 15,7 0,44 21 0,6
15,1-20 4,9 0,17 14,6 0,51 20 0,7
20,1-25 4,5 0,2 134 0,6 18 0,8
25,1-30 42 0,23 12,6 0,69 17 0,9
30,1-33 4 0,25 12 0,75 16 1,0
33,1-37 39 0,27 11,6 0,81 15 1,1




37,1-45 3,7 0,3 11 0,9 14,5 1,2
45,1-50 3,5 0,33 10,5 0,99 14 1,3
50,1-55 34 0,35 10,1 1,06 13,5 1,4
55,1-60 33 0,38 9,8 1,13 13 1,5
60,1-65 32 0,4 9,5 1,19 12,8 1,6
65,1-70 3,1 0,42 9,3 1,26 12,5 1,7
70,1-80 3 0,45 9 1,35 12,3 1,8

>80 29 0,47 8,7 1,42 12 1,9

*LLOVO EVOOLLIKT YopNynon




INo adid katacTol Ko avaryncio pe povtop@avoin
Bapog Aggnederopdivn
CONOTOG 300 jukpoypappdpia /m? evdopvikd
OKUAOV
(kg) (mcg/kg) (ml)
2-3 24 0,12
3,1-4 23 0,16
4,1-5 222 0,2
5,1-10 16,7 0,25
10,1-13 13 0,3
13,1-15 12,5 0,35
15,1-20 114 0,4
20,1-25 11,1 0,5
25,1-30 10 0,55
30,1-33 9,5 0,6
33,1-37 9,3 0,65
37,1-45 8,5 0,7
45,1-50 8,4 0,8
50,1-55 8,1 0,85
55,1-60 7,8 0,9
60,1-65 7,6 0,95
65,1-70 7,4 1
70,1-80 7,3 1,1
>80 7 1,2
Fdrec:

H 8601 yo t1¢ yateg etvan 40 pukpoypappdpio vopoyrmpikng deéuedetopudivng/kg 6.p. mov
oodvvapel pe dyko d6ong 0,08 ml Cepedex /kg o.p. dtav ypnoponolgitol oe un enepPartikec,
EMPPDG EMC LETPLO ETDOVVEG OLOIKAGTIES KOl EEETAGELS TOV ATOLTOVV COUOTIKT GLUYKPATNO),
KOTOGTOATN KOl avaAyNGia.

Orav 1 de€pedetopidivn ypnoILOTOLEITAL Y10 TPOVAPKWOGT) GTIG YAUTES, XpMolponoeital 1 idia door. H
TPOVAPKWOOT e OEEUEDETOMOIVT] LELDVEL GNUAVTIKA TNV ATUITOOUEVT] HOGT) TOV avOloONTIKOV HEGOV
EL00YOYNG KOl LELOVEL EMIONG TIG AMOLTIOELS OE TINTIKA AVOLoONTIKA PECA Yo T O10THPN oY TNG
availcnoiog. Xe pio kKAwvikn pedétn, n anaitnon yo Tpomo@oin nrov petwpévn katd 50%. Olot ot
avalcOnTiKol TapdyovTeg oL PNCILOTOMONKAY Y10 EICaY®Y 1] SlTHPNOT TG avastnciog Tpémnet
VoL YopMnYyouVTaL HEYPL TNV EMITEVEN TOL EMBVUNTOD ATOTEAEGIOTOC,

H avarcOnoioa propet va mpoxdndei 10 Aemtd petd v mpovapkwon Le EVOOLVIKT YOPTyNoN Lo
d00o1g-0toY0L S mg keTapivng/kg 6.p. N e evOOPAEPLO YOP1YNOT TPOTOPOANG UEYPL OTOTEAEGLOTOG.
H docoloyia ylo Ti¢ YaTEC TOPOVCIALETAL GTOV TOPAKAT® TIVAKO.

Bapog AgEpedetopmdivn 40 mkpoypappapra/kg evoopvikd
CONOTOG
yaTog
(kg) (meg/kg) (ml)
1-2 40 0,1
2,1-3 40 0,2
3,1-4 40 0,3
4,1-6 40 0,4
6,1-7 40 0,5
7,1-8 40 0,6
8,1-10 40 0,7




dreg kon oxdrol

Ot avopEVOEVEG KATUCTAATIKEG KO OVOAYNTIKES EMOPAGELS EMLTLYYAVOVTOL HECO 6€ 15 Aemtd petd
TN YopnyNnon Kot dtatnpovvtal puéypt kot 60 Aemtd petd t yoprynon. H kotactodn uropei va
avaotpaet pe atumapeloin (PA. mapdypoeo 4.10). H atimopeloAn dev o mpémet va yopryeitot
vopitepa omd 30 Aemtd PETA TN YOPYNON TNG KETAUIVIC.

4.10 Ynaepooooroyio (COUTTAONATA, PETPO AVTIUETMOTIONG, AVTIOOTA), EAV ElVOL ATAPAITNT

ZKVAOL

X€ MEPUITAOCELS VITEPOOGOAOYING, 1] €6V Ol EMOPACELS TNG de&pedeTodivng Yivouv duvnTikd
ameiinTcég yio ™ on, 1 KaTdAANAn 6001 atumoape(oAng sivor 10 popég 1 apykn d6oN TG
de&uedetodivng (Lkpoypoppdplo/kg o.p. N LIKPOYPOUUAPLO/TETPUYOVIKO LETPO EUPASOOD
emeavelag cdpatog). O 6yKog d6onc g atumapeloAng otn cvykévipwon Sedadex 5 mg/ml icovTan
pe tov 0yKo doomg Tov Cepedex 0,5 mg/ml mov 660nKe 6TOV GKOAO, aVeEUPTHTMS TNS 000D YOPNYNONG
tov Cepedex.

Ildrec:

g TEPIMTAOCELG VTEPOOGOAOYING, 1| EAV O1 EMOPACEIC TNG de&pedeTodivig Yivouy SuvnTikd
amelinTcég yio ) o1, 0 KATdAANAOC OVTOY®VIGTAS lval 1) ATITAUECOAT, YOPTYOVLEVT LE EVOOUVIKY
€veon, otnv akdiovdn 60o1: 5 popég TV apyikn d6on de&uedetopndivng oe pikpoypappndplo/kg o.p.
O 6yKog d06onG ™G atimapnelOAng ot cLYKEVTIPOON TV 5 mg/ml 1I6ovTal Pe Tov 0YKO NG Hong 06ong
tov Cepedex 0,5 mg/ml mov éyel d0bel o YO

"‘Enerta amd tawtdypovn €kbeon oe vepdocoroyia degpedetopdivng (800 tpmAdoia g
cuvictdpevng) kot 15 mg ketapivngkg o.p., propet va yopnynOel atumapeldAn 610 GLVIGTOUEVO
eMimedo dOOMC Y10 TNV AVOGTPOPH TOV OTOTEAEGUATMV TOV TPOKAAOLVTOL 0o TN deEpedeTopdivn.

4.11 Xpovog(or) avapovig

Agv amotteiton

5. OGAPMAKOAOI'IKEX IAIOTHTEX

Dappokobepamevtikn opdda: PoyoAnmTiKd, VIVOTIKA KOl KOTUCTUATIKA.
Kodikog ATCvet: QNOSCM 18

51 ®@appokodvvopIKES 1IO0TNTES

To Cepedex mepi€yet de&pedeTopIdivn MG OPAGTIKY 0LGIA, 1 0010 TPOKOAEL KOTUGTOAN KOl
avaiyncio oTovg okOAovg Kot 6Tl yates. H didpkeia kot to fABOC TG KATAGTOANG KO TNG
avaiynociog eivatl d0co-eoptdpeva. TN UEYIGTN EXIOPUCT) TOV PAPUAKOL, TO (DO givar yolapo,
EamAmpévo Kot dev avTdpd o eEmtepikd epediopara.

H de€pedetopdivn givon £vag 1oyvpog Kot EKAEKTIKOG 02-0yMVIGTHG TOV AOPEVEPYIKMY VTOS0YEDV
OV OVOGTEAAEL TNV OTEAELOEPOOT) TNG VOPASPEVAAIVTG OO TOVG VOPASPEVEPYIKOVS vEvprveg. H
ovumadntikn vevpodiafifaon epmodileTon Kot peldvetal To eninedo g cvveidnonc. Metd
yopnynon g de&uedetoudivig Tapatnpeitor peimon Tov Kapdokoh puhpol Kot Tpocmpivog
KOATOKOWAMOKOG AmOKAEIGHOG. H aptnplokn mieon HEDVETOL KOl ETAVEPYETOL GE PLGIOAOYIKA 1) Alyo
70 YOUNAG 0td TO PLGLOAOYIKO eTimeda LeTd TNV apyikn) avénon. O puOUdC T avamvong evogyeTal
gviote va pelwbel. H de&pedetopdivn mpoxadel emiong évav apldpd GAA@V eTdpacE®V, Y10, TIC OTOIEC
UEGOAOPOVV 01 02-0dpEVEPYIKOL VTTOOOYELS, TOVL TTEPIAAUPAVOVY avOpOmOT TPIYBV, KOTAGTOAN TV
KIVITIKOV KOl EKKPITIKOV AEITOVPYIDV TG YOOTPEVIEPIKNG 0500, S100PNOT) KOl VIEPYAVKALLIAL.

Mrmropei va mapatnpnOei po pikpn peioon g eppokpaciog.



5.2 ®@appoxoxivnTiKG oTOYYEID

Q¢ Mok €voon, 1 de€puedeToptdivn amoppoatol KOG LeTd arnd evoopvikn yoprynon. H
OeEIEdETOOIVY KATOVEUETOL EMIONC TAYXEMS GTO GO0 Kol SLATEPVE EDKOAN TOV OLUOTOEYKEPUALKO
QEPOYHO. ZOUPOVO LE LEAETEG GE APOVPAIOVS, 1 LEYLIGTI CLYKEVIPWOGT GTO KEVIPIKO VELPIKO GUGTNLLO
glval TOAAATAGGLO TG AVTIGTOYNG CLYKEVIPW®GOTG GTO TAAGHA. TNV Kukhoeopia, 1 deEuedeTopdivn
deopeveTal o€ PeyAo TOGOGTO UE TIC TPMTEIVES TOL TAdoUatog (>90%).

Yxkolot: Metd amd pio evoopvikn 60om twv 50 pukpoypoppapiovkg 6.6., emtoyyavetol péyiom
GLYKEVTPMOT 6T0 TAAGO Ttepimov 12 vavoypappdapio/ml énetta and 0,6 opec. H frodiabesiuotnta
g de&uedetopdivng eivar 60% kot o ovouevog 6ykog kotavoung (Vd) eivon 0,9 I/kg 6.p. O ypdvog
nuilong g amofoing(t,) eivon 40-50 Aemtd.

O kOpieg PropeTatponés 610 okOAO TEPAapPdvouy TV vVOpocvAimon, T 60levén pe YALKOVPOVIKO
0&0 ko tn N-pebvrdimon oto Nrap. Orot ot yvootol petafoAitec oTEPOHVTOL POPLOKOAOYIKNG dpdong.
O petafoAiteg amekkpivovTol Kupimg 6To, o0Pa. Kol 68 LIKPOTEPT £KTAOTN 0Ta KOTTpava. H
de&uedeTodivn Exet vynAn Kabapon Kot 1 aroBoin T e€apTATaL ad TNV ALLOTIKY PO TOV HITUTOC.
O mopatetapévog xpovog NULmNG TG amofoANg AVAUEVETOL ETOUEVMG e LTEPOOGOAOYIEG 1 OTAV M
de€uedetodivn cuyyopryeitol pe dAAeS 0vGieg oL enNPeAlovV TNV NTOTIKY KLKAOQOpia.

Iarec: Metd amd pia evoopikn oo6on tov 40 pikpoypappopiov/kg 6.p., n Cmax sivor 17 ng/ml. H
UEYIOTN CUYKEVIP®GT] 6TO TAAGLO EMTVYYAVETOL TEPimOV 0,24 dpeg HETA amd evoopviKn yopnynon. O
eawvopevog 6ykog katavopng (Vd) sivan 2,2 1/kg o.p. kot o ypovog nulmng g amofoing (t) sivor
pio opo.

O1 Blopetatponég otn yato yivovion pécm vdpo&uiimong oto nrap. Ot petaforitec amekkpivoviot
Kuping ota 00pa (to 51% g 86oNC), Kat oe pikpdtepn EKktaon ot KOmpava. Onmg Kot 6Tovg
OKVAOVC, 1| deEpedeTopIdivI ExEl VYNAN KABapoT OTIg YATES Ko 1 amoBoAn ¢ e€aptdtol amd v
OLOTIKN poT) ToL NTatog. O TapaTeTapévog ¥povog NUILONG TNG ATOBOANG OVOUEVETOL ETOUEVWMG LE
vepdocoloyieg 1| 6tav M de&pedetodivn cuyyopnyeitan pe GAleg ovcieg mov eanpedlovy v
NTATIKY KVKAOPOpia.

6. DOAPMAKEYTIKA XTOIXEIA

6.1 Kaotaroyog ekdooymv

Methyl parahydroxybenzoate (E218)

Propyl parahydroxybenzoate

Sodium chloride

Sodium hydroxide (E524) (for pH adjustment)

Hydrochloric acid (E507) (for pH adjustment)

Water for injections

6.2 Kopieg aocoppatotnteg

Agv givor yvooti Kopio.

H de&pedetopdivn eivar copPatn pe fovtopeavorn Kot KeTapivn oty idto cuptyya eni TOLAG)IGTOV
Vo dpec.

6.3 Awpkera {ong
Avdpreta {mng TOV KTNVIATPIKOD QOPLOKEVTIKOD TPOIOVTOG EVTOG TG GUOKELACING TOANONG: 4 £T1).
Atdpxera {ong HETE TO TPOTO AVOLYUA TNG GTOEIDOOVS GLGKELOTTING: 56 NUEPEC.
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6.4 Iowitepec TPoPLLAEELS KATA TN QULAEN TOV TTPOIOVTOG

Agv vdpyovv €101KEG 0ONYiEC SLOTHPNONG Y10, AVTO TO KTNVIOTPIKO QOPUOKEVTIKO TPOIOV

6.5 @Yon ko 6UVOEG TG GTOLYELDOOVS CVGKEVUGIOG

Aypopa yodiva eroridia tomov I twv 5 ml, 10 ml ka1 20 ml cepoayicpéva pe TOHO E16YOPNONG OTd
eA0oTIKO BpooBoVTLAIOL Kot KOdKL atd aAOVIIVIO G KOUTL ammd YopTOVL.

2V0KELOGIES YAPTIVOV KOVTIODV:

1 gloAido Tov 5 ml

1M 5 euAidia Tov 10 ml

1 ploAido Tov 20 ml

Mmnopei va punv KukAo@opovv GAEC 01 GUGKELOGIEC.

6.6 E101kég mpo@ulaters amoppiyng £vog YPNoIoToIn0EVTog KTNVIATPIKOD PUPIOKEVTIKOD
POIOVTOG 1] GALMV VAIKAV TOV TTPOEPYOVTUL OTO T1] Y P11 TOV TPOIOVTOS, UV VITAPYOLY

Kdabe pun xpnopomombév kviatptkd QapuaKeLTIKO TPOTOV 1 U YPTCILOTONOEVTA VITOAEIUATAE TOV
TPEMEL VO ATOPPITTOVTOL COLPOVA LE TIC LOYVOVGEC EBVIKEG AMOUTNOELS.

7. KATOXOZX AAEIAX KYKAO®OPIAX

CP Pharma Handelsgesellschaft mbH

Ostlandring 13

31303 Burgdorf

Teppavia

8. APIOMOZXZ(OI) AAETIAYX KYKAO®OPIAX

EU/2/16/200/004-007

9. HMEPOMHNIA ITPQTHXE EI'KPIXHX/ANANEQYXHX THX AAEIAX

Huepounvia 1 éyxpiong: 13/12/2016
Hpepounvia televtaiog avavémong:

10. HMEPOMHNIA ANAOGEQPHXHYX TOY KEIMENOY

Aemtopepeic TAnpopopieg yio To eV AOY® KTIVIOTPIKO QOPUAKEVTIKO TPOTOV d10TifevTaL GTOV SIKTLOKO
om0 10V Evponaikod Opyavicpod doapudkov (http:/ www.ema.europa.cu/).

AITAI'OPEYZH IIQAHXHY, AIAGEXHY KAI/H XPHXHX

Agv 1oydet.
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ITAPAPTHMA 11

KATOXOX(OI) THX AAETAX ITAPAT'QI'HE, YIIEYOYNOX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI H ITEPIOPIXMOI ITIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)
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A.  KATOXOX(OI) THX AAEIAYX ITAPAXKEYHY, YIIEYOYNOZX(OI) I'TA THN
AITIOAEEMEYZXZH TQN ITAPTIAQN

‘Ovouo kot 8150fVVe™ TOL TOPAYWYOL TOL £ival LITEVOVYOC Y10 TNV ATOOECUEVCT TOV TOPTIOMV

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Teppavia

B. OPOI H NEPIOPIXMOI THX AAEIAY KYKAO®OPIAY, 1IOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

Na yopnyeitor LOVOV LE KTNVIOTPIKT GUVTOYT).

I ENAEIZEH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv amoutovvTot.
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXEQX
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A. EITIXHMANXH
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INAHPO®OPIEX ITOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

Kovti ané yaptove (0,5 mg/ml)

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY INIPOIONTOX

Cepedex 0,5 mg/ml gvéoipo dtdAvpa Yo 6KOAOLS Kot YATEG
VOpoYAoPIKY deEuedeTopudivn

d

2. YXYNGEXH XE APAXTIKH(EYX) OYXIA(EYX)

1 ml mepiéyet:
YopoyAwpikn de&pedetopudivn 0,5 mg
(1oodvvapet pe deEuedetopdivn 0,42 mg)

| 3. DOAPMAKOTEXNIKH MOP®H

Evécipo didiopa

4. YXYXKEYAXIA

5ml
10 ml
5x 10 ml
20 ml

5. EIAOX(H) ZQOY(QN)

2KOA0L Ko YATEg

| 6. ENAEIEH(EIL)

| 7. TPOITIOX KAI OAOX(OI) XOPHT'HXHX

2Kk0Aot: evooPAEPLa 1} EVOOUVTKN YOp1ynon.
T"ditec: evoopvikn yopnynon.
AwBdote T0 GUALO OINYLDV YPNOEWMC, TPV AT T XPNOT).

| 8. XPONOX ANAMONHX

| 9. EIAIKH(EX) TIPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EY)

16



AwofaoTe T0 POALO 0ONYIDV ¥PICEMG TPV OO TN YPNOT).

10. HMEPOMHNIA AHEHX

AHEH
Avdpxera {mng LETA TO TPDTO AVOLYUA TOL TEPLEKTN: 56 NUEPESG
Metd to mpdTo dvorypa, ypnon £wg:

11. EIAIKEX XYNOGHKEX AIATHPHXHX

12. EIAIKEX ITPO®YAAZEIX AITIOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY [TPOIONTOX 'H AAAQN YAIKQN ITIOY
IMPOEPXONTAI AITO TO ITPOION, AN YITAPXOYN

Anopprym: PA. ECOKAEIGTO PVAO 0ONYLOV YPONG.

13. OI AEEEIX «-AITOKAEIZTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIZMOI TTIOY IZXYOYN ZXETIKA ME TH ATAGEXH KAI TH XPHXH, av
VITAPYOVY

ATOKAEIOTIKA Y10 KTNVIOTPIKT] XPNON.
Noa dtatifeTon Povov e KTNVINTPIKT GUVTOYT.

14. OI AEEEIX «NA ®YAAXYXETAI XE GEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na puAdocetal og BEom, TV omoia dev PAETOVY Ko dev mposeyyilovv Ta ToudId.

1S. ONOMA KATAIEYOYNXZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

CP-Pharma Handelsges. mbH
Ostlandring 13, 31303 Burgdorf
Teppavia

16. APIOMOX(OI) AAETAYX KYKAO®OPIAX

EU/2/16/200/004 (5 ml)
EU/2/16/200/005 (10 ml)
EU/2/16/200/006 (5 x 10 ml)
EU/2/16/200/007 (20 ml)

17. APIOMOX ITAPTIAAX TAPATQI'HX

TToptida.
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EAAXIETEX TAHPO®OPIEX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

T'véiva rariowe Tov 5, 10 1 20 ml (0,5 mg/ml)

| 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Cepedex éveon 0,5 mg/ml
VOPOYA®PIKT deEpedeToudiv

tall

| 2. MNOXOTIKH XYNOEXH XE APAYXTIKH KAI AAAEX OYXIEX

0,5 mg/ml

3. IHEPIEXOMENO KATA BAPOXZ, KAT' OI'KO'H KAT' APIOMO AOXEQN

5 ml
10 ml
20 ml

4. OAOX(OI) XOPHI'HXHX

2O evOOLWTKT), EVOOPAEPLL YOopTiynom
I'areg: evéopvikn yoprynon

| 5. XPONOX ANAMONHE

| 6. APIOMOZX ITAPTIAOX

TToaptida {apOuoc}

7. HMEPOMHNIA AHEHX

AHEH: {pivog/étog}
Metd 1o Tp®dTO Avoryua, ¥pron £0g:

| 8. OI AEEEIX «<AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTVIOTPIKT XPNOT).
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B. PYAAO OAHI'TQN XPHXHX
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®YAAO OAHTIQN XPHXHX
Cepedex 0,5 mg/ml gvécipo d1dhvpa Yo GKOA0VG Kol YATES

1. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAYX KAI
TOY KATOXOY THX AAETAX ITAPAT'QI'HX IIOY EINAI YIIEYOYNOX I'TA THN
AIIOAEXMEYXH ITAPTIAQN XTON EOX, E©OOXON EINAI AIA®OPETIKOI

Kéroyoc tne dderoc kukhoeopioc kot veredfuvoc yio TNV arodECILELOT TOV TOPTIOMV:

CP Pharma Handelsgesellschaft mbH
Ostlandring 13, 31303 Burgdorf
T'eppavia

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX
Cepedex 0,5 mg/ml gvécipo didAvpoyie KOAOLS Kot YATEG
VOPOYA®PIKN Oe€pedeTodivn

3. YYNGOEXH XE APAXTIKH(EY) OYXIA(EX) KAI AAAA XYXTATIKA

1 ml mepiéyet:

ApooTIKI] ovoia:

YdpoyAwpikn de&pedetopudivn 0,5 mg
(1oodvvapei pe de&uedetopudivn 0,42 mg)
"Exodoyo(a):

Methyl parahydroxybenzoate (E 218) 1,6 mg
Propyl parahydroxybenzoate 0,2 mg

AlyEg, Aypopo eVEGTIO dlGAvUaL.

4. ENAEIEH(ELY)

IMa ypron oe un enepPfoticég, ELaPPOS E0G LETPLOL ETDIVVES, SLUOTIKAGIES KOl EEETACELS TOV ATALTOVY
COUOTIKY] GUYKPATNGY, KATUCTOAN KAl 0VOAYNGio 6€ GKOAOVS Kol YATES.

INa Bobid KataoToAr Kot ovolyncio 6€ GKOAOLG OTOV YPCLLOTTOLEITAL GE GLVOLOCUO LLE
Bovtopeavorn Y10 1ATPIKES Kol UKPES YELPOVPYIKEG EMEUPACELC.

I'a TpovApKm®OTN GTOLE GKLAOVE KOl GTIC YOTES TPLY T YOPNYNON KOl T S10THPNoN TNG YEVIKNG
avoreOnoiog.

5. ANTENAEIZEEIZ

Noa punv ypnoponoteitol oe (OO Pe KOOy YEINKEG SUTAPOUYES.

Na punv ypnotponoteitatl o {da pe cofapn cvoTnUatiki voco i og {da Tov ivat eTolpoddvara.

Na unv ypnoylonoieiton oe TEPITTOOELS VIEPELAIGONGING GTN dPOUCTIKY 0VLGIN 1] GE KATO0 0md TO!
£Kdoy0.
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6. ANENNIOYMHTEX ENEPI'EIEX

AOY® ™G 02-00pevePYIKNG dpdiong TG, N deEpedeTopdivn TpoKaAel LelOT TOL KapdlakoD puOpov
Kot g fepuokpaciog Tov CHOUATOG.

Mmnopet va mapoatnpndei peimon tov pubpod g avamvong g LePIKoDg GKOAOVG KO YATES.
[Tvevpoviko oidnua Exel avapepbel omdvia. H aptnploxn mieon apyikd avEdveral Kot 6T GLVEXELL
EMAVEPYETOL OTO PUCIOAOYIKO 1 AlYO 0 YOUNAL OO TO PVGIOAOYIKO.

AdY® NG TEPLPEPIKNG AYYEIOGVOTUGTG KOl TOV PAEPLKOD OTOKOPEGLLOD TOPOVGIO PUGLOAOYIKNG
aptplakng o&uydvmeonc, uropei va mapatnpndei wypdta Ko Kudvoon tov BAevvoyovav.

Mmnopei va mapotnpnOet petog 5-10 Aemtd petd v €veon.
Mepikoi oxvAot kot yéteg pmopel EmioNG va KAVOLV EUETO KOTA T OTIYUN TNG OVAVIYNG.

Kotd ™ dibpkela e KatasToAng umopel va onuetmbel poikdg tpouoc.

Kotd ) ddpketo g KoTaoToANG propei va TapatnpnBel Bokepdtnta Tov Kepatoedos (PA. emiong
apdypoeo Idwitepeg mpopuiaéelg katd ™ xpnon o€ {dha).

Otav 1 de€uedetoptdivn Kot 1 KETOUIVT ¥PNCILOTOI0VVTAL S1000)IKA, LUE dlapopd 10 AemtdV, o1 YOTEC
{0®g TOPOVGLACOVY TEPIGTAGLOKA KOATOKOIALKO (AV) 0mOKAEIGUO 1] EKTOKTEC GUGTOAEG.
Avapevopeva avamvevoTikd copfavta gival n fpaddmvola, 0 S10KOTTOUEVOS AVOTVEVSTIKOG pLOUOG, O
vroaeplopdc kat 1 drvola. H gpedvion vroaipiog oy ocvyviy g KAVIKEG SOKIUES, 101G 0To TPOTA
15 Aemtd g avoioOnoiog pe de€uedetopdivn-ketapuivn. ‘Epetog, vrobeppio kot vevpikdtnta £yovy
emiong avapepbel Emerta amd €T YPNION.

Orav 1 6e&uedetopudivn Kot 1 ouTopPavorn xopnyodvIaL TOLTOYPOVE GE GKOAOVS EVOEXETAL VO
TaPOLGLoTEL fpadvmvola, ToybrTvola, akavovioTog puBudc avamvong (20-30 devtepdienta dmvolag
akolovBovpeva and apkeTég Tayeieg avamvois), vro&atpio, PUIkEG GUOTAGELG 1) TPOLOG 1| AKOVGIEG
KIVGELS TOV UTPOCTIVOV OOV, OLEYEPTT], GIEAOPPOLL, BKOVGLO TpocTdfeta Yo EUETO, EUETOC,
o0pNoN, depUATIKO epOONUQ, omdTOUN APVTVION | TUPOTETAUEVT] KATOGTOAN. Exouv avapepbei
Bpadvappuluicg kat tayvappvbuisc. Avtéc evdéyetar vo, mephappdvovv cofapn ieforxopfikn
Bpadvkapdia, KOATOKOIMOKO ATOKAEIGHO TPMTOL Kol OEVTEPOL PadLov, pAeforopufikn avakomn 1
TaOoT, KABMG Kol KOATIKEG, VTEPKOIALUKEG KO KOIAMOKES TPMIUEG GUOTOAEG.

Orav 1 6e&pedetopudivn ¥pnoIUOTOIEITOL G LEGO TPOVAPKMOTG GE GKOAOVG, EVOEXETAL VO
TaPoLGlaoTel Bpadimvola, Tayvmvola kot £uetoc. 'Exovv avagepbei Bpadvappuduisg kot
TayvappLvOuieg kot tephappdvovv cofapn erefokopfikn Bpadvkapdic, KOATOKOIMOKO OTOKAEIGUO
TPMOTOL KAl SELTEPOL Pafov Kot PAEBOKOUPIKT aVOKOT. L& CTAVIEG TEPUTTMOCELG EVOEYETAL VAL
TapoTNPNO0VY VIEPKOIAAKEG KOl KOIMOKEC TPMILEC GLOTOAES, PAEBOKOUPIKT TADOT Kol
KOATOKOIAMOKOC OOKAEIGHOG TpiTov Pabpod.

Otav 1 6e&uedetodivn ¥pNOLUOTOIEITOL O LEGO TTPOVAPKMGNC OTIS YOTEC, EVOEYETOL VO
TOPOVGLOCTEL EUETOC, OKOVGL TPOGTADELN Y10 ELETO, MYPOTNTO, PAEVVOYOVOV KO YOUNAN
Oepuokpacio chpotog. H gvdopvikn yopnynon oe docelg tv 40 ukpoypoppopiov/kg copotikon
Bapovg (o.B.) (akoiovBovpevn amd KeTapivn 1| TPOTOPOAT) TPOKAAEGE GLYVE PAeforopfikn|
Bpadvkapdio kot preforkouPikn appubuia, TEPIGTUGIOKA AV OTOKAEIGUO TPOTOL fodod Kot Gdvia
TPDOIUEG VIEPKOIAUKEG EKTOAMGELS, KOATIKN ddvpia, pAefokopPikéc mavoelg, AV amokAeiopd
devtépov Pabuod 1 cVoTOAEG Ko pLOLOVG EK SLAPLYNC.

H ovyvotra tov avemBountov evepyeldv kabopiletor og akorobbmg:

- TOAD ovyvn (teplocotepo amd 1 ata 10 vrd Bepameio (Do mapovsidlovy avemBounTe eVEpYELES)
- ovyvn (Tep1ocotepo amd 1 aAld Arydtepo amd 10 {oa ota 100 vid Bepaneio (Do)

- un ocvvnBopévn ((tepiocdtepo amd 1 aAld Aryotepo amd 10 {da ota 1000 vid Bepomeia {ma)

- ondvia (meptocoTeEPO amo 1 adAd Aryotepo and 10 {da ota 10.000 vd Bepancio (Do)

- oAV omdvia (Arydtepo and 1 ota 10.000 vied Bepancio (oa).
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Edv mapatnpnioete omoladnmote cofopr| 1 GAAN avemBOUNTN EVEPYELL TOV JEV OVAPEPETOL GTO TAPOV
@OALO 0OMYIDV ¥PNONC, TOPAKAAEIGOHE VO EVIUEPDGETE GYETIKADG TOV KTNVINTPO GOG

7. EIAH ZQQN

YK0AOL Kot YATEG,

8. AOZOAOITATTA KAGE EIAOL, TPOIIOX KAI OAOXZ(OI) XOPHI'HXHX
To kKTnvwaTpkd eopUOKELTIKO TPOTOV TpoopileTor yio:

- ZKOAoVC: evOOQPAEPLO 1] EVOOLVTKT YpIoN.
- I'Greg: evdopvikn ypnon.
To kTnvwaTpikd eapUaKeELTIKO TPOTOV dev Tpoopiletal Yo EnavaAaUPovOUEVES EVEGELC.

H de&pedetopdivn, n fovtop@avorn ko 1 ketapivn uropodv va avapuyfovv otny idia cupryya
KaOdG €xel amodelyDel OTL eival PUPUAKOAOYIKA GUUPATES.

YuvieT®VToL 01 0KOAoLOES 0OGELS:

ZKVAOL
O10060¢1g o&pedetodivngfacilovtor oto euPaddv emEEveLng COUOTOC:

TMo un enepPatikéc, ehappmg £mg HETPLO EMMOVVES, O10O1KAGIES Kot EEETAGELG TTOV ATALTOVY
COOTIKT GUYKPATNON, KOATAGTOAN Kot ovaAynoia:

Evdopiefimg: émg kat 375 pukpoypoappdpio/tetpoymvikd péTpo pfadod ENPAVELNS GOUATOGC.
Evdopvikd: éoc kot 500 pkpoypappdpioe/terpaymvikd pétpo epPadod ETPAVELNS COUOTOS.

Orav yopryeitor oe cuvdvocud pe fovtopeavorn (0,1 mg/kg o.p.) yio fabid Kotastodn Kot
avaAynoia, 1 evoouvikn 60om tng de&uedetopdivng eivar 300 PIKPOYPAPUAPIO/TETPAYDOVIKO
péTpoeuPadol ETPAVELNS GMOUATOG.

H d60om npovépkmong yia de€pedetopidivn givar 125 — 375 pikpoypappdplo/tetpay@vikd pétpo
eUPadol eMPAVELNS COUATOG, XOpNYoUUeEVN 20 AETTTA TPV OO TN YOPTYNON Y10 SLOIKAGIEG TTOV
amortovy availctncio. H 660m mpénet vo tpocauproleTol avaAoya e TOV TOTO YEPOVPYIKNAG
emépPaocng, tn ddpKela TG dadtKaciog Kot TNV 10106VYKpacia Tov acevn.

H tavtdypovn ypnon deguedetopndivng kot fouToppavorng TPOKAAEL KATAGTUATIKES KO OVOAYTTIKES
emdpdoeic Tov AapPfdvovy ympo T0 ToAD péca oe 15 Aemtd petd ) yoprynon. H péyiot
KOTAGTOATIKY KOl avodynTikn dpdomn Aappavel ydpa 30 Aemtd petd ™ yoprynon. H kotacstoin
dwoprel tovAdyiotov 120 Aemtd petd tn yopnynon Kot 1 avorynoio dwapkel tovAdyiotov 90 Aenta. H
avBopuUN T avavnyn AauBdavel yopo péca oe 3 MPEC.

H mpovaprmon pe de&puedetopidivn LEWOVEL GTULOVTIKG TV OTOITOVUEVT SOGOAOYIO TOV
YOPNYOLLEVOL avansONTiKoD HEGOL Kol LELDVEL EMIGNG TIG AMULTHOELS GE TTNTIKA avousOntikd péca
Yo TN draTpnomn g avorsOnciog. e po KAWVIKY HEAETN, Ol OOLTNGELS Y10 TPOTOPOAN N
Oglomevtain permbnkav katd 30% kot 60% avtictoryo. OAot ol avaicHnTikoi Topdyovieg Tov
YPNOOTOONKAY Y100 YOpYNoN 1 ST p1on TS avonstnciog TPEREL va, YOPTYOUVTOL LEYXPL TIV
emitevén Tov emBupunTol amoTEAEGUATOC. X Lo KAVIKNY peAétn, 1 de&pedetopdivn cuvéPaie otnv
emitevén peteyyelpnTikng avoiynoiog ya dtdotnua 0,5 — 4 opdv. Qotdco avtn 1 ddpkela eEapTdTon
a6 O1apopeg LETAPANTEC Kot Oa TPETEL VaL YOpTYEITOL TEPAUTEP® AVOAYNGIO AVOAOYQ LLE TNV KAVIKT
Kpion.
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Ot avtictotyeg 06G¢€1g e BAoM TO PAPOG COUOTOS OVOPEPOVTOL GTOVE TOPUKATM TIVOKES. LVVIGTATOL

M XPNOTM CVPLYYOG LE KATAAANAN defabuion yia va dStacparictel n axpiPnc docoroyia otav

YOPTYOUVTOL LIKPES TOGOTTEG.

INo pn erepPotikég, ELaPPOS MG HETPLA ETMOVVES, OL0OIKAGIES KOl EEETAGELS TOV ATANTOVV
COUUTIKY] GVYKPATI O], KATOOGTOA] KOl OVOAYNGLO KOL Y10 TPOVAPKMGT)
Bépog AggpedeTopdivn AggnedeTopdivn AggnedeTopdivn
cOpotocs | 125 mkpoypoppdpre/m? | 375 mkpoypoppdpia /m* | 500 pkpoypoppdpro /m**
K0OAOV
(kg) (mcg/kg) (ml) (mcg/kg) (ml) (mcg/kg) (ml)
2-3 9,4 0,04 28,1 0,12 40 0,15
3,14 8,3 0,05 25 0,17 35 0,2
4,1-5 7,7 0,07 23 0,2 30 0,3
5,1-10 6,5 0,1 19,6 0,29 25 0,4
10,1-13 5,6 0,13 16,8 0,38 23 0,5
13,1-15 5,2 0,15 15,7 0,44 21 0,6
15,1-20 49 0,17 14,6 0,51 20 0,7
20,1-25 4,5 0,2 13,4 0,6 18 0,8
25,1-30 4,2 0,23 12,6 0,69 17 0,9
30,1-33 4 0,25 12 0,75 16 1,0
33,1-37 39 0,27 11,6 0,81 15 1,1
37,1-45 3,7 0,3 11 0,9 14,5 1,2
45,1-50 3,5 0,33 10,5 0,99 14 1,3
50,1-55 3,4 0,35 10,1 1,06 13,5 1,4
55,1-60 33 0,38 9,8 1,13 13 1,5
6,1-65 32 0,4 9,5 1,19 12,8 1,6
65,1-70 3,1 0,42 9,3 1,26 12,5 1,7
70,1-80 3 0,45 9 1,35 12,3 1,8
>80 29 0,47 8,7 1,42 12 1,9

*UOVO EVOOUVIKT YopNyNon

INo Ba0d kataotol] Kot avaryncio pe fovtopeavoin

AggpedeTopdivn
Bapog 300 mkpoypappdpra/m? evdopvika
CONOATOS
oKOAOV
(kg) (meg/kg) (ml)
2-3 24 0,12
3,14 23 0,16
4,1-5 222 0,2
5,1-10 16,7 0,25
10,1-13 13 0,3
13,1-15 12,5 0,35
15,1-20 11,4 0,4
20,1-25 11,1 0,5
25,1-30 10 0,55
30,1-33 9,5 0,6
33,1-37 9,3 0,65
37,1-45 8,5 0,7
45,1-50 8,4 0,8
50,1-55 8,1 0,85
55,1-60 7,8 0,9
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60,1-65 7,6 0,95
65,1-70 7.4 1
70,1-80 7,3 1,1
>80 7 1,2
Térec:

H docoloyia yia T1g yateg eivan 40 pukpoypappdpio vdpoylmpikng deéuedetopdivng/kg o.p. mov
tooduvapet pe dyko 66ong 0,08 ml Cepedex/kg ¢.p. 6TOv ypnoiponoteitan oe un enepPatike,
ELUPPDG MG PETPLOL EMMOVVES OAOIKAGIEG KOl EEETACELS TTOV AMALTOVY GMOUATIKT GLUYKPATNOT),
KOTOGTOAN KOl 0voAynGia.

Otav n 6e&uedetopudivn ypnoponoteital ylo TpovapKwon 6Tic YATES, xpNoLoToleiTol 1 idia do6om.

H mpovaprkmon pe de&puedetopidivn LELMVEL CNUOVTIKG TNV OTOITOVUEVT) H0GOA0YIO TOV avoloOnTIKo
HEGOL EIGAYMYNG KO PELOVEL EMIONC TIG OMALTHOELS GE TTNTIKA avousOntikd péca yio t dtotpnon
g avorotnciog. e po KMvIK) HEAETN, 1] oTaitnon Yio Tpomo@OAn NTav petopévn kotd 50%. Olot
ot avacOntikol Tapdyovieg Tov ypnoioromdnkay yo elaywyn 1 datipnomn g avastnciog
TPETEL VAL YOPNYOOVTOL PLEYPL TNV EMiteLEN TOL emBuuNToD AToTEAEGATOC.

H avaisOnocia propel va mpoxinbei 10 Aemtd petd tnv TpovapKwon e EVOOLLIKT] YOPTYNoN LG
d00mMg-0toYoL S mg keTopivng/kg 6.5. N e EVOOPAEPLO YOPTYNOT TPOTOPOANG LEYPL UMOTEAEGLOTOG.
H docoloyia yio Ti¢ Y6TEC TOPOVGIALETAL GTOV TOPUKAT® TIVOKO.

Bapog Aggpederopdivn 40 pkpoypappapra/kg evoopvika
CONOTOG
véTog
(kg) (mcg/kg) (ml)
1-2 40 0,1
2,1-3 40 0,2
3,14 40 0,3
4,1-6 40 0,4
6,1-7 40 0,5
7,1-8 40 0,6
8,1-10 40 0,7

9. OAHT'IEX I'TA TH £QXTH XOPHI'HZH

Ot avOoUEVOUEVEG KATOOTOATIKES KO AVOAYNTIKES EMOPACELS EMTVYYAVOVTOL LECO G 15 AemTd petd
TN YopnyNnon Kot dtetnpovvtal puéypt kot 60 Aemtd petd t yoprynon. H katactodn uropei va
avootpoeet pe atimapeloAn (PA. mapdypapo 12 oyxetikd pe v Yrepdoooloyia). H atumopeldin dev
TpEMEL va. yopryeitarl vopitepa amd 30 AewTd PETA TN YOPTYNON TNG KETOUIVIG.

To topa etoy®pnong propei va dratpn et pe acpdrein £og kot 100 popéc.

10. XPONOX ANAMONHX

Agv amouteitot.

11. EIAIKEX XYNOHKEX AIATHPHXHX
Na pvidcoetal o€ Béon v omoia dev PAEmOLY Kot dev Tpoceyyilovy To TodId.

Aldpketo oG LETA TO TPMTO AVOLYLLOL TS CTOLYELMOOVS GLGKELAGTNG: 56 NUEPES.
Agv vapyovV e101KEC 0N YiEC SLOTHPNONS Y10 QL TO TO KINVIATPLKO TO TPOIOV.
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Noa pn xpnSoToLEITOL OV TO TO KINVINTPIKO POPUOKEVTIKO TPOIOV LETH TNV NUepounvia ANEng mov
avaypdeetol ot cvokevacio petd v voetién AHEH.
H nuepounvia AnEemg cupmintel e Ty TEAELTAIN UEPO TOL CLYKEKPIUEVOL HVAL.

12. EIAIKH(EX) TPOEIAONOIHXH(ELY)

Ewwéc mpoeidonomoels yia ke gidog {dov
H yoprynon ¢ de&pedetopdivng o okdAovg nitkiog ukpotepng twv 16 efOopddmy Kot YaTeg
nAwiog pikpotepng tov 12 gfdopddmv dev Exel pehetndet.

Ewiég mpopuAdéels yia n yopnynon ota (oo
Ta vro Oepaneio (Do Tpénel va kpatovvtan o€ (ot Kot otabepn Beppokpacia, kot KaTd T S1GpKeELN
NG O10dIKOGT0G KOt KOTE TNV ovavnym.

Yvviotaton o {ma va givar viioTikd Yo, 12 dpeg mpwv ™ yoprynon tov Cepedex. Mropei va 500l
vepo.

Metd ) Oepamneia, dev Oa Tpémetl va divetan Tpoen 1 vepd ota (Mo TPV Vo Eivat tKOvE Yol KOTATooT).
Mmnopel va mapovotaotel BolepdTnTo TOL KEPATOEIOOVS KUTA TN OIAPKELN TG KATOGTOANG. Ta patio
TPETEL VAL TPOGTOTEVOVTUL UE KATAAANAO DYPOVTIKO LOTIODV.

Noa ypnoiponoleitol pe Tpocoyn o€ vepnitko {da.

H ac@dieia g degpedetopudivng dev £xel tekunprmwbel oe apoevikd mov tpoopilovral yio
OVATOPOLY @Y.

10, vevpikd, emfetikd 1 aviovya (do Tpénet va divetal 1 SuvatdTNTa VO NPEUNCOVY TPV 0o TV
évapén g Bepaneiog.

[Ipémet vo TparyLoToTolEiTON GUY VY| KOl TOKTIKH TAPOKOAOVONGN TG AVATVEVGTIKNG KO TNG
kapdtokng Aettovpyiog. H maApikn o&opetpio icmg sivar ypnotun oAl dev eivol 00GLOGTIKY Y10 TN
Stuopaion emapkovg mapokorovdnong. Ipénet va vdpyetl dStabéoipog eEonAopds Yo yeypokivnto
AEPICUO OTNV TEPIMTMON OVATVEVGTIKNG KOTAGTOANG 1] ATvolag EMELTa omd 1 SdoYIKY| YP1oN
de&uedetoudivng Kot KeTapuivig yio, v TpokAnon avoieneiog oTig yates. ZuviotdTol Tiong va,
VIapyEL Gpeca dlabécio o&uyovo, oe TEPITTMOT OV oviyveLDEL 1] VITGPYEL LITOYia Yo vToEapia.

2T0V¢ APPOGTOVG Kot KATABEPANIUEVOVS GKOAOVE Kot YATES amatteitol TpovapKwoT uovo e
dekpedetoudivn mpv amd Tn yopnyNo” Kot dTipnon Tng YeViKNng avoictneciog facet pog
a&1oAdYNoNG TOV KIVOUVOL-0PEAOVC.

H ypnon de&pedetopdiving oG HEGO TPOVEAPKMGNG GTOVG GKOAOVG KO TG YOTEG HELOVEL OTULOVTIKE TNV
TOGOTNTA TOL YOPTYOVLEVOD PUPLLAKOD TTOV OTTOLTEITOL Y10, TNV EI0OYMYN TG avalcOnoiog. Amatteiton
TPOCOYN KOUTA TN XOPNYNOT T®V EVOOPAERIOV PUPUAK®OV EIGAY®YNG LEYPL Va emttevyDel To emBountd
amotédeopa. Ol amaiTioELg Yo TTNTIKA avousOntikd yio T dtetnpnon g avaistnoiog givon emiong
LEWUEVEC.

Idwitepec TpoLAGEELG TTOL TTpémel Vo AapuBAvovTol omd To GTOUO TOL YOPNYEL TO KTNVIATPIKO
QopuokeLTKd Tpoidv oe {daou:

H de&pedetopdivn etval kKaTaoTaATIKO Kot VIVOTIKO eapuaxo. [lpénet va Aaufdvetor péptva yio tnv
OTTOPLYN CVTOEVESTC.

e mepintmon KoTd AaBog AYnG amd To GTOWA 1} AVTOEVESTG, LNTHOTE AUECHS 1OTPIKT CLULPBOVLAN Kot
eMOEIETE TO PUALO OOMYLOV YPNCE®S 1 TNV emtonpavon otov 1Tpd oAdd MHN OAHI'EITE kabdg
EVOEYETUL VO TTOPOVCIOCTEL KATOGTOAT KO OAAYEG GTIV OPTNPLOKN TTEST).
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H yoprynon tov mpoidvtog amd eykvovg TPEREL VoL YIVETaL e 1010iTEPT) TPOGOYN DCTE VO, ATOPEVYETOL
1N 0VTOEVEST, KBNS EVOEYETOL VO TPOKANBOVV GUGTAGELS TG UATPOG KoL LEIMOT TNG APTNPLOKNG
mieong tov guPpvov pPeTd amd aKovolo CLGTNHIKT £KOeo.

Amoplyete TV €naT TOL TPOIOVTOG [LE TO OEPUA, TO pLdtia 1) Tovg BAevvoyovougs. [lpoteivetor 1
YPT|ON OTEYAVAOV YOVTLOV. XE TEPIMTMOT| EXAPNG TOV TPOTOVTOG LE TO dEPUA 1) TOVS PAeVVOYOVOULG,
Eemhdvete apéomg Letd tnv €kBeon to déppa ov £xel extebel pe peydin TocoTNTO VEPOL KOl
AQOIPESTE TO. LOADOUEVO pOUYO TTOV PPIoKOVTIOL GE GUECT) EMAPT LLE TO OEPUN. 1E TEPIMTMOT] EMOPNC
pe Ta pdtiae, Eemivvete pe apfovo kabapo vepo. Edv eppavictodv countopata, {nriote ) cupfouin
TPov.

H yop1jynon tov ktviatpicod oproKeuTIKoL TPOIGVTOS Ao GTOUM LLE YVMGTH VIEPELAITONGia 6T
dpaoTiKn ovoia 1| 6€ KAmolo amd To £KO0Y A TPENEL VAL YIVETOL IUE TPOGOYT).

YvppovAn mpog tovg tatpotc: H deEuedetopidivn eivar €vog a2 —adpevepyikds aymvioTg, Kol T
CUUTTMOUOTO PETA TNV ATOPPOPTOT TOV UITOPEL VO TPOKAAEGOVY KAVIKEC EMOPAGELS GTIG OTTOLEG
TEPIAAUPAVOVTOL 0G0EE0PTDUEVT] KATAGTOAT, OVATVEVGTIKT KOTOGTOAY, fpadvkapdic, vwoTaoT,
Enpootopia kot vrepyAvkorpia. ‘Exyovv emiong avapepbei kothakég appubuies. H avripetdmion tov
OVOTVELGTIKMV KOl OLLOSVVOHIKGYV COUTTORATOV Oa Tpénet va elvar cupmtopatikny. O ko 02—
0OPEVEPYIKOC OVTUY®VIGTNG, 1) ATITOUECOAN, 1| omoia eivar eykekpiuévn yia xpnon o€ (o, EYEl
yxpMnoonoindel 6Tov AvOp®TO PHOVO TEPAUOTIKA Y10 VO OVTOY®VIGTEL TIG EMOPACELS TOV
wpokoAovvtal and T depedeTonidivn.

Xpnon Kotd v Kimon Kot ) yorovyio:

H aocopddeia tng degpedetoudivng katd T odpKeLo TG EYKVUOCHVNG Kol TOL OnAacpol dev £xel
tekunprwbei ota €idn-oto6)0. ETopévmg, dev cuviaTdTon 1) (p1oN TOL TPOIOVTOG KATA TN S1APKELN TG
KONONG KOl TNG YOAOLYIOC.

AlMnemdpboels pe dALD QapUaKELTIKA TPOTOVTA Kot BALEG HOPPEC oAANAETIOpaGTG:

H ypniion AL®V KOTOGTOATIKOV TOL KEVIPIKOD VEVPIKOD GUGTHUOTOC OVOUEVETOL VO, EVIGYVCEL TNV
enidpaon g deguedetoudivng Kat, emopévme, Bo Tpémet va yivel KaTdAANAN Tposopoyn TG S0onC.
Ta avTIXOAVEPYIKA TPETEL VO YPNCUYLOTOIOVVTAL LIE TTPOGOYN ME TNV de&pedeToudivn.

H yopiynon atimopeloAng petd ond deEuedetopidivn avacTpEPEL YpNYopa TIG ETOPACELS TOL
QopUAKOoVL KoL, £TGL, LELMVEL TO (pOvo avavnyng. Evtdg 15 Aemtdv ot oxdAoL Kot ot ydteg £xovv
Eumvnoel Kavovika Kot propotdv va otafovv.

I'drteg: 'Enerta amd yoprynon 40 wkpoypappapiov deEuedetopidivng/kg o.p. evoopnikmg tavtdypova
ue 5 mg ketapivngkg 6.p. otig yateg, n LYot cLYKEVTpWON TG depedeTopidivng avénonie oto
OAGG10 AALE 0VTO OV EMNPENGE TO Tmax. O HE€COG YpOVOC NUILONE TNG ATOPOANG TG
de&uedetodivng avéndnke o 1,6 dpeg ko 1 cvvorkn €kbeon (AUC) avénbnke katd 50%.

Mo 860om 10 mg ketopivngkg 6.B. ypnopomolovpevn tavtoypova pe 40 piKpoypappdpio
depedetoudivng/kg o.p. evoéyetar va mpokarécet Tayvkapdia.

H atomreloin dev avaotpépet T dpdon TG KETAUIVIG.

Yrepdocoroyia (cuuntdpoTo, LETPO AVTLUETONIONG, OVTIO0TA):

2xblor:

Y€ MEPUITAOCELS VITEPOOGOAOYING, 1] €6V Ol EMOPACELS TNG de&pedeTodivng Yivouy duviTikd
omeANTIKEG Yo, TN o1, 1 KatdAANAN 8601 atimapeloAng eivar 10 popéc n apykn ddon g
de&pedetoudivng (pukpoypappdpro/kg 6.6. 1 KPOYPOULAPIO/TETPAYOVIKO HETPO EUPAOOD
empavelog couatog). O 0ykog tng 060on¢ ™G oTmapeldAng 6t cLYKEVTPp®ON 5 mg/ml 1covTon pe Tov
oyKo g 06ong tov Cepedex 0,5 mg/ml mov d661Ke 6TOV GKOAO, OVeEOPTHTMG TNG 000V YOPNYNONG
tov Cepedex.

Tazeg:
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Y€ MEPUITAOCELS VITEPOOGOAOYING, 1] €6V OL EMOPACELS TNG de&pedeTodivng Yivouv duvinTikd
OmEANTIKEG Yia T {01, 0 KATAAANAOC avTay®VIoTNG Eival 1) oTutoleCOAT], YOPT YOO UEVT] LLE EVOOLVTKT
gvean, otnv akolovdn 60o1: 5 popég TNV apyikn d6on de&uedetopndivng oe pikpoypappdpo/kg o.p.
O 6ykog g 060MC TG atumapelOANg ot cVuYKEVTIpOoT TV 5 mg/ml isovtan pe to pod (1/2) tov
oykov tov Cepedex 0,5 mg/ml wov €yet 500¢el ot ydTa.

‘Emterta amd tawtdypovn €kbeon oe vepdocoroyia degpedetopdivng (800 TpmAdoia TG
cuvictdpevng) kot 15 mg ketapivngkg o.p., propet va yopnynOel atmapeldAn 610 GLVIGTOUEVO
eMimedo dOGNG Y10 TNV AVOGTPOPT] TOV ATOTEAEGUATMOV TOV TPOKAAOLVTOL 0td T depedetopidivn.

AcvuBatdémrec

Agv givar Kapio yvooT|.

H de&pedetopidivn eivar copPatn pe fovtoppavodn Kot KETapivn oty idto cvpryyo enl TOLVAGYIGTOV
500 mpec.

13. EIAIKEX ITPO®YAAZEEIX AIIOPPIYHX ENOX MH XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AITIO TH XPHXH TOY ITPOIONTOX

Svppovievbeite Tov kNvioTpd GOG 1 TOV POPUOKOTOLO GOG Y0 TOV TPOTO ATOPPIYNG TOV

ypnopomomBévimv eapuakwv. Ta pé€tpa avtd amockomohv 6TV TPOoTacio ToL TeEPBEALOVTOG.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHX TOY ®YAAOY OAHTI'TQN
XPHZEQX

Aentopepeic TANPOPOPIES Y10 TO TOPOV KTNVIATPIKO PUPHAKELTIKO TPoidV dtatibevion 6Tov SIKTLOKS
1610 10V Evponaikod Opyavicpod dopudkonv otn dievbvven http://www.ema.europa.eu/.

15. AAAEX IIAHPO®OPIEX

Ayxpopa yodAiva eroridia Tomov I tov 5 ml, 10 ml kot 20 ml cepayicuéva pe TdU E16YMPNOTG oTd
Lo TIKO PBpmpoBoutuAion kot KomdKt amd aAovpivio evtdg KovTiol amd yapTovi.

ZVOKELAGIEG KOVTIOV A0 YOPTOVL:
1 @rorido Twv 5 ml

11 5 euwAido Tov 10 ml

1 ploAido Tov 20 ml

Mmopei va unv KokAoQopovV OAEC 01 GLOKELOGIES.

["a omoradnmote mANpoPopio oYETIKE e TO TAPOV KTNVIATPIKO QOPUAKEVTIKO TPOTOV, TapaKaAeicOs
va anevBuvOeite GTOV TOTIKO AVTITPOCHOTO TOV KATOYOL TG AOELNG KuKAOQOpiag.>
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Belgié/Belgique/Belgien

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Allemagne

Peny0auka bnarapus

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

T'epmanus

Ceska republika

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Némecko

Danmark

ScanVet Animal Health A/S
Kongevejen 66

DK-3480 Fredensborg
info@scanvet.dk

Danmark

Deutschland

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Deutschland

Eesti

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Saksamaa

EAlGda

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Teppavia

Espaiia

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Alemania

France
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Lietuva

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Vokietija

Luxembourg/Luxemburg
CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Daitschland

Magyarorszag

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Németorszag

Malta

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

I-Germanja

Nederland

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Duitsland

Norge

ScanVet Animal Health A/S
Kongevejen 66

DK-3480 Fredensborg
info@scanvet.dk

Danmark

Osterreich

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Deutschland

Polska

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Niemcy

CP-Pharma Handelsgesellschaft mbH Ostlandring 13


mailto:info@scanvet.dk
mailto:info@scanvet.dk

D-31303 Burgdorf Portugal

Allemagne CP-Pharma Handelsgesellschaft mbH
Ostlandring 13
D-31303 Burgdorf
Alemanha
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Hrvatska

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Njemacka

Ireland

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Germany

island

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

byskaland

Italia

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Germania

Kvmpog

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Teppavia

Latvija

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Vacija

Roménia

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Germania

Slovenija

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Nemcija

Slovenska republika

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Nemecko

Suomi/Finland

Vet Medic Animal Health Oy
PL 27

FI-13721 Parola
vetmedic@vetmedic.fi

Suomi

Sverige

VM Pharma AB

Box 45010

SE-104 30 Stockholm
info@vetmedic.se
Sverige

United Kingdom (Northern Ireland)
CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Germany
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