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IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Pergosafe 0,25 mg gmucoloppéva pe Aemtd vpévio dtokia Yo Ghoya

2. MOIOTIKH KAI MOXOTIKH XYNOGEXZH
APUGTIKO CVGTUTIKO:
Pergolide 0,25 mg

mov 1oodvvapel pe 0,33 mg pergolide mesilate

"Exdoya:

TotoTiki GOvOeoT EKd6YOY KaL GAAGY Moocotuki] cvvOesn av oL TANpoPopisg aVTEG

GVOTUTIKOV . . e s
KTNVWOTPLKOD PUPIUKEVTIKOV TPOIOVTOG

givan onuavTIKEg Yo T 60O0TI] 0PN Y101 TOV

Mvpnivaoc:

Lactose monohydrate

Croscarmellose sodium

Povidone

Magnesium stearate

Iron oxide yellow (E172) 0,03 mg
Emkaioyn:

Polyvinylalcohol

Talc

Titanium dioxide (E171) 0,708 mg
Ferrosofferic oxide 0,042 mg

Glycerol monocaprylocaprate

Sodium laurilsulfate

I'kpt, cQOIPLKOD GYNUOTOC, EXKOAVUUEVO e AETTO LUEVIO d1oKIO

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eion {oov

Aloya (mov dev Tpoopifovtar yio avOp®TIVI KATOVIA®GOT).
3.2  Ogpomevtikég evosiEels Yo ka0g gidog {Mov

SoUnTOUOTIKY Oepaneio TV KMVIKOV CUUTTOUATOV oV cuoyetilovtol e T dSueAELTOVPYio, TOV
duapecov AoPov g vrdeuong (PPID) (vocog tov Cushing tomv tmmodmv).

3.3  Avrevositeg
No unv ypnoiuonoteital 6€ GA0Ya HE YVOOTH vIepevalctncio ot HeGIAMKY TEPYOAION 1| o8 GALQ

TAPAY@Ya TNG EPLGIPDOOVE OAVPUG 1) GE KATOW0 amd TO EKOOYAL.
Na unv ypnotponoteital oe Ghoyo nAkiog Kato TV 2 €ThV.



3.4 E101kéc mpoELdOTONGELS

®a mpémet v dlevePYOUVTAL KATAAANAES EVOOKPIVOLOYIKES EPYACTNPLOKES EEETAGELG KAOMG Kot
a&10A0YNoN TOV KAVIKOV CUUTTOUATOV TPOKEEVOL va TekUNplwbei 1 didyvwon g PPID.

3.5 Idwitepeg mpopuiaiers Katd T ypion

[dwitepec TpouAGEELC Yia TV 0cQOAN ¥pTon ota £i0n (hmv:

Kabng n mreovomta tov nepittdcewy PPID dwrytyvdoketon og nAikiopéva droya, cuyva givat
TapovoEG Kot GAlec Taboroyuég diepyaoiec. [ v Topakoiovdnon Kot T GLYVOTNTO TOV EAEYYMV,
PA. xepdiato 3.9.

[dwitepec mpourdelc mov wpénet va AauPdvovial amd To GToLo ToL yopnyel TO KTNVINTPIKO
QOPUOKEVTIKO TTPOidV ot Lma:

H mepyoridn), 6mwg kot GAAa Tapdywya g epuoiBddovg oAdpas, umopel vo tpokaiécel Eueto, COAn,
ABapyo N xaunin aptmpilokn wicon. ‘Exovv mapatnpnBei coPapég avembounteg evépyeleg, OTmG
Kkatdppevon. H katdroon pmopel va eivon emPrafng kot va oyetileton pe cofapég avembounteg
EVEPYELEC, EI0IKA GE TOUOLY 1] ATOUN [LE TTPODTIAPYOVGEG Kopolakég Tabnoelg. Na Aapupdvetar n péyiom
duvatn TPocoyN MCTE VAL ATOPEVYETOL 1) TV TUYOIN KATATOOT] TOV KTNVIATPIKOD (OPLOKEVTIKOV
TPOIOVTOG,.

Ipokeywévou va petmbel o kivdvuvog tuyaiog kaTdmoong:

- ATo@enyete TNV EMOET TOV XEPUDV LE TO GTOMO. MV TpddTe, Tivete N Kamvilete dtav ¥pNGYLOTOIEITE
aVTO TO TPOIOV.

- Na puldooete kot vo xe1pileote avTO TO KTNVIOTPIKO POPUOKEVTIKO TPOIdV EEYmPLoTA Ao ToL
avOpOTIVO POPLOKEVTIKA TPOIOVTA Kot va, YEWpileoTte ovTd TO TPOidV e PEYOIAT TPOGOYN.
TomoBethote TNV KLWEAT 6TO KOLTI KOl PUAGETE TNV TPOGEKTIKA HOKPLd o Toudid.

- Ta diokio TOL TPOETOWALOVTOL Y10 YOPNYNON TPETEL VOL YOPTYOUVTOL GUEGMG KOL VO LNV OPTVOVTOL
yopic emifreyn.

Xe mepintwon mov KoTd Aabog vdpéel katdmoon, vo avalntioete apécms tptkn fondeta kot va
emOEIEETE OTOV 10TPO TO ECHOKAEIGTO PVAAO OO YLDV YPOEMS 1] TNV ETIKETO TOL POPLOKEVTIKOD
TPOoiovToG. AToQOYETE TNV 001YNON 1 TOV YEIPICUO UNYOVIUATOV HETE TV KOTATOOT] GLTOD TOV
KTNVIOTPIKOD PAPUOKEVTIKOD TPOIOVTOC.

AVT0 TO KTNVINTPIKO POPUOKEVTIKO TPOidV umopel va mpokarécel 0pBulikd epebioud. Amopedyete
TNV ETOQY| UE TA LATLO CUUTEPIAAUPOVOUEVIG TNG EXAPNS TOV XEPLOV LE TO LATIH KATO TOV YEPICUO
v diokimv. Eloylotomomote toug kKivouvoug £kBeong katd tn S1dAvon Tev diokimv, Y. To dloKia
dev mpémet va Opvppatifovtal. Ze mepint®on EXAPNG TOL SWWAVUEVOD TPOIOVTOG LE TO OEPLLLL, TAVVETE
70 dépo oL Exel extebel pe vepd. Le mepintmon Ekbeong TV HoTIOV, EEMAVVETE OUECMG TO
wpocPePAnuévo patt pe apbovo vepd kot INTHoTe 1Tpikn GLUPBOVAT.

[MAvete ta géplo petd ™ ypnon.

AVT0 T0 KTNMVIOTPIKO QOPUOKEVTIKO TPOidV UTOpPeEl Vo TPOKAAEGEL AVTIOPAGELS LIEPELOICONGiaG
(aAlepyia). Atopo pe YVOOTN VIEPELOICON TN GE TEPYOAION 1) GALC TOPAY®YQ TG EPLGPDIOVS OADPOC
TPEMEL VAL ATOPEVYOLV TNV ETAPT LLE TO KTNVIOTPIKO POPLOKEVTIKO TPOTOV.

AVT0 TO KTNVITPIKO POPUOKEVTIKO TPOTOV UTOPEL VL TPOKOAEGEL AVETOVUNTEG EVEPYELEG AOY®
LEIOUEVOV EMTESMV TPOAUKTIVIG, YEYOVOC TOV OOTEAEL 10101TEPO KIVOLVO Y1a TIG £YKVEG KO
Onialovoeg yovaikeg. Ot éykveg 11 ONAalovoeg yuovaikeg O TPEMEL va ATOPELYOLV TN SEPLOTIKN
EMOLPN 1] TNV EMAPT] TOV YEPIDV LLE TO CTOUO KOL VO OPOVV YAVTLO, KOTE T1) YOPTYNON TOL TPOoidVTOG,.

Idwaitepeg TPOPLAGEELS Y10 TV TPOOTAGIO TOV TEPIBAAAOVTOC:
Agv 1oyVeL.




3.6 AvemOounta copfavra

Aloya:

Irdvia Andrero OpeEng, avopetia!, Apdapyoc!

(1 ¢ 10 {da / 10.000 vrd Oepomeio. | CLUTTOUOTA TOV KEVIPIKOD VELPIKOD GLGTANATOS 2 (TT.).
Loo): katdO ym?, atatio?)

O14ppotol Kot KOALKOL.

[ToAv ondvia Eopidpwon.

(<1 Lo / 10.000 vmod Bepaneia {oa,
CUUTEPILOUPAVOUEVOV TOV
LELOVOLEVOV OVOPOPDV):

' topodixn
2 qma

H avagopd avemBountov coppdvtov sivar onuovtikn. Emitpénet  cvveyn mapakoiovdnomn tng
AGPAAELOG EVOG KTNVIOTPIKOD POPUUKEVTIKOD TPOidvVToG. Ot avapopég TPEMEL VO ATOGTEAALOVTOL, KOTAL
TPOTIUNOT LECH KTNVIATPOV, EITE GTOV KATOYXO TNG AOELNG KUKAOQOPING 1) GTOV TOTIKO OVTITPOGMIO
Tov gite oV €Bvikn apudd apyn LECH TOL EBVIKOL GLGTALATOG AVOPOPAS . AvatpéETe 6To POAAO
001 YLDV YPNONG YO TO, OVTIGTOLY0 OTOLYEIN ETIKOVOVING.

3.7 Xpion katd TNV KONo1, T YoAovyia 1] TNV ®OTOKi

H ac@diela Tov KTviaTpikod QopLOKEVTIKOD TPOTOVTOG 6gv £xel amodeybel Katd T didpkela g
KONONG Kot TNG YOAOLYIOG.

Konon:

To mpoidv va yopnyeital LOVO GOLPOVA LE TNV EKTIUNGT 0PEAOVE/KIVOHVOL atd ToV VIevBvvo
KvioTpo. Ao TIG EPYACTNPLUKES LEAETEG GE TOVTIKOVG KOl KOUVEALD dEV £X0VV TPOKVEL EVOEIEEIC
TEPATOYOVAV EMIOPAGE®V. Mel@pévn yovipndtnta Tapatnpnnke o movtikovg o 66om 5,6 mg/kg
COUOTIKOD BAPOVG avd NUEPTL.

TaAovyia:
H ypnomn dev cuvietdrtan katd T S1GpKELD TG YOAOVYING. XTOVES TOVTIKOVE, TO UELMUEVO GOUATIKA

Bapn ka1 T0600Td EXPI®ONE TOV ATOYOVOV AToddONKAY GTN POPUAKOAOYIKT OVAGTOAT TNG EKKPIONG
TPOLOKTIVIG IE UTOTELEGUO TV OTOTVY IO TG YOAOLYIAG.

3.8 Aliniemidopaon pe GAAO QUPUUKEVTIKA TPOIOVTA KOl AALEG HOPPES UAIAETTIOPAGTG

XPNOYOTOIEITE LE TPOGOYN| GE TEPITTMGT] OV TO KTNVIUTPIKO POPUOKEVTIKO TPOIOV GuyyopTyEiTan
Ue AN PAPLOKE, TTOV EIVOL YVOOTO OTL ETNPEALOVV TN OECUEVCT| TOV TPMOTEIVAOV.

Mnv yopnyeite TOVTOYPOVA. LLE AVTAYOVIGTEG TNG VIOTOUIVIG, OTTMG VEVPOAINTTIKA (patvobeialiveg -
7.y, aKempopalivn), SOUmePOOVN 1| LETOKAOTPALLION, KaBdS ovTol 01 TAPAYOVTES UTOPEL VO, LEIDGOLY
TNV OMOTEAECUATIKOTNTA TNG TEPYOAIONG.

3.9 Oodoi yopriynong ko docoroyio

Amo6 otouaTog ¥pnon, pio popd nuepncime.

I'a tn dievkdAVVGT TG XOPTYNONG, 1 OTALTOVEVT NUEPNOLe 000 Oa Tpémel va tomobeteitan o
LIKPT] TOGOTNTA VEPOD /KA VO OVOUELYVOETOL P HEAAGH 1] GAAO YAVKOVTIKO Kol VO, AvadEDETOL PEYPL
va S1oAvBel. Xe auTiv TNV TEPINTOOT, To SLHAVEVE d10KI0 TTPETEL VOL XOPTYOUVTOL LE GUPLYYO.
OLOKANPN 1 TocOTNTO. TPéTEL Vo xopnynOel apéomc. Ta diokia dev mpénet va OpvupariCovroar, PA.
Kepaiato 3.5.



Aodon évapéng
H d60m évapéng eivon mtepimov 2 ug mepyoridng/kg (docoroyikd evpog: 1,3 £wg 2,5 ng/kg: PA. mivaka
TapoKato). H d6om cuvtipnong Oa Tpémel ot GuvEKELD VO TITAOTOLEITOL COUO®VA LE TNV OLTOUIKN
avTOTOKPLoT, OTMG oty Kabopiletar amd v mapakorovdnon (BA. TapaKIT®), UE ATOTELEGHO LId!

péon do6on cvvtipnong 2 ug mepyoiiong/kg copatikod Pépovs pe docoroyikd evpog amod 0,6 £mg

10 pg mepyoridng/kg copatikov Papovg.

O1860¢1c Evapéng cuVIeT®VTOL ®G EENG:

2ouotio 0,25 mg 0,5 mg 1 mg 2 mg Aoon Aocoloyt
Papog aloyov Sioxcio o10Ki0 O10Kio o1oKio evoaplng | ko edpog
1,3-25
100200 k (::) 0,25mg | 102
& & ughg
1,7-25
201 - 300 k Q O 0,50mg | " <
g &\ ughg
1,9-25
301 - 400 k, (::) (::) 0,75 m e
g g 1g'kg
i
1,9-25
301 - 400 k, (::)(::)(::) 0,75 m S
& & ug/kg
1,7-25
401 - 600 k O 1,0 o2
& e ugkg
Ul
1,7-25
401 - 600 O O Lomg | /=%
g & ug/kg
1,8-25
601 - 850 k O ‘ Lsmg | 192
& & ug/kg
U
1,8-25
601 - 850 k OOO 1,5 m =4
& & ug/kg
2,0-24
851 - 1000k O 20mg | 202
& & ug/kg
’i
2,0-24
851 - 1000 k OO 2,0 0= 2
& e ugkg

Adon ocvvtipnong
H o Biov Bepaneio eivar avapevopevn ylo avtiy T voco.
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Ta mepiocodTEPO GOy avTamokpivovTal ot Bepaneia kot otafepomotodvial o€ pia péon d6on 2 ug
nepyoAiong/kg copatikov Bapovc. KAwvikn BeAtioon pe v mepyolidn avauévetal viog 6 pe

12 efdoudodeg. Ta ahoyo pmopel vo avtamokplfody KAVIKG 6€ YOUNAOTEPES 1| SLUPOPETIKEC SOCELS
GUVIGTATOL ETOUEVOC 1) TITAOTOINOT) GTY| YOUNAOTEPT] OTOTEAEGUATIKT OO0T| OV ATOUO [E Bdom TV
avtomdKplon otr Oepamneia, gite TPOKELTOL Y10 ATMOTELEGUATIKOTNTA E1TE Y10, GUUTTAOLLOTOL

un avektikotnToc. Optopéva GAoya UTopel va xpelactovy 60celg mg kot 10 pug mepyoriong/kg
COUOTIKOD BAPOLG NUEPNOIMC. X AVTEC TIG OMAVIEG TEPIMTMOCELS, GUVICTAUTOL 1] KATAAANAN TPOGOETN
mopokoAovOnon.

Metd amd TV apyIkn S1dyvmoT, ETavIAAPETE TIg EVOOKPIVOAOYIKES EEETAGEIC Y1 TNV TITAOTOINGT TNG
400§ Ko TNV TopakolovOnon g Bepaneiog avd daotiuata 4 £mg 6 fdouddnv Emg 0Tov emélbeL
otafepomnoinomn N PEATIOON TOV KAVIKOV COUTTOUATOV /KOl TOV SOYVOCTIKOV EEETAGEWDV.

Edv ta kAvikd copmtdpata 1 ot S1oyveooTiKEg eEETAGELS dev Exouv axoun Peitiwbel oto TpmTOo
duonua 4 €mg 6 efdopddmy, | cuvoliky nuepnota door propet va avénbei katd 0,25 - 0,50 mg. Xe
TEPIMTOGT TOL TO KAVIKA GUUTTONOTO EX0VV BeATibel aAld dev £xovv akdun opaiomomBet, o
KTNVIOTPOG UTOPEL VO, ATOPAGIGEL VO TITAOTOLGEL 1] VO, UMV TITAOTOGEL T 3061, AdpufdvovTtag
VIOYT TNV OVTOTOKPIGT)/AVEKTIKOTNTA TOV ATOUOV G011 SO0T.

Y& TePINTOOT OV TO KAMVIKG GUUTTOUATO 0V EAEYYOVTOL EMAPKAOC (KAviIKN a&loAdynon 1/kat
SyveoTIKéG €£ETAGELS) GUVIGTATOL 1] OENGCT) TG GLVOALKNG NUEPNOLOG SOGNG UE TPOGAVENGEIS TV
0,25 - 0,5 mg (gdv T0 PdppaKo givarl avektd oTn cLYKEKPUEVT] 000T) KABE 4 £m¢ 6 efdopnades £mg
0tov eméAbel atabepomoinon. Edv epneaviotody GuumtdpaTe, un avekTikodtntag otn 06cm, n Oepomeio
0o pémetl va dtokomel Yia 2 £m¢ 3 NUEPES Kat VO, apyicEL EK VEOD IE TO IUIOL TNE TPONYOOUEVTG
d0oong. H cuvolkn nuepnota d6om propet otn cuvéyxetlo va tithonmomBel puéypt 1o emBopuntd KAviKo
amotélecpa pe mpooavénoels tov 0,25 - 0,5 mg kébe 2 Emg 4 efdouddec. Edv mapareipbel o doon,
1M EMOUEVN TTPOYPOUUOTIGUEVT dO0T Ba Tpémtel va yopnynbel dmwg £xetl kabopiobei.

Metd ) otabepomoinon, Oa TpEneL va, TPOYLOTOTOLEITOL TAKTIKT] KAVIKY] 0EI0AGYNOT Kot
dyvaooTikég eetaoelg kKibe 6 unveg yo TNy mopakolovdnon g Bepaneiog kot tng d6onc. Otav dev
VIAPYEL EUPOVIG avTATOKPLoN 0T Bepameia, 1) SIYVOOT TPETEL VO EXOVEKTLATOL.

3.10 ZopmrtOpaTe VITEPI0GOA0YINS (KOl KATH TEPITTMGT, PETPU AVTIUETMOTLONG KOL AVTIOOTA)

Agv vrdpyovv dabécieg TAnpoPopies.

3.11 Eidwoi wepropiopoi yprong Ko E0IKES ovvONKeg YpfioNS, CVRTEPLAGUPAVOREVOY
TEPLOPLOUAV GTI] YPNGT] GVTLUIKPOPLOKAV KUl UVTITOPUCLTIKAV KTNVINTPIKOV
POUPLUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS avATTVENG VIO

Agv 1oy0eL.

3.12 Xpdvor avapoviig

Agv gmtpénetal 1 xopnynomn o€ dAoya Ta omoia Tpoopilovtar yio avOpdmTivn KatavaAwon).

Ta dhoya mov Exovv AdPel Bepomeio dev LTOPOVY TOTE VO GRAYLAGTOVV Y10, AvOpdTIVY KaTavAA®OT).

To dloyo mpémel va Exel ONAwOEL ¢ un TpooptllOUEVO Yia avOPOTIVY KATAVAAMGT GOUPMOVO, [LE TV

gBvikn vopobeoia mepi dafatnpiov aldywv.
Agv emitpénetan 1) yopnynomn o€ {®a ta omoia Tapdyovy YoAo yio avBp®OTIVI KOTAVIA®ON.



4. ®APMAKOAOI'TIKEEX TAHPO®OPIEX
4.1 Komowkiog ATCvet: QN04BC02
4.2 @oppoKodLVOULKI)

H mepyoridn elvar éva cuvBetikd mopdywyo g epuciBddovg GAvpag Kat eivat Evag 1oyvpog, LoKPAS
dpdong aymviotig TV vrodoxEmv g vromapivng. TOco in vitro 660 Kal in vivo QupUOKOAOYIKES
HeAETEG ExouV KOTadEEEL T SPACTIKOTNTA TNG TEPYOALONG (G EKAEKTIKOV AY®VIGTN TNG VTIOTAUIVIG LE
pKpn 1 Kaborov emidpacn oTig 0000¢ TNG VOPETIVEPPIVIG, TNG EXVEPPIVIC 1] TNG OEPOTOVIVIG GE
Oepamentikég 060¢€1g. Ommg kol GALOL 0YOVICTEC TNG VIOTOUIVIG, 1) TTEPYOAION OVOCTELAEL TNV
anelevbépwon Tporaktivng. Xe dhoya pe Suvoieltovpyia Tov diapuesov AoPov tng vedevong (PPID), n
TEPYOAIdN aokel T Bepomevtikn g dpdon dieyeipovtag Tovug vwodoyeig vromapivng. Emmiéov, o
droya pe PPID, n mepyoridn éxet deryBet 6T pewwvel ta eninedo. ACTH, MSH kot GAAwv tentidiov
TPO-OTOUEAAVOKOPTIVIG GTO TAAGLLO.

43 @oppoKOKIVITIKY

DopLOKOKIVITIKEG TANPOPOPIES Vi TO GA0YO givarl S100EGIUES Y10 OO TOV GTONATOC OOCELS 2, 4 KOt
10 pg mepyoridng/kg copatikod Bapovg. ‘Exetl katadetybel 0T 1 mepyoAidn anoppopdtor ToxEmg pe
GUVTOUO XPOVO PEYPL TN HEYLOTT GUYKEVIPMOOT).

O1 péyoteg ouykevtpmoels (Cmax) peTd ™ 06om tov 10 ug/kg ntav yapmAéc kot petafAntég ue péon
T ~ 4 ng/ml ko péco tedkod ypovo nuicelag o (T Y2) ~ 6 dpeg. O didpesog xpoOVog HEYIETNG
ovykévipmong (Tmax) frav ~ 0,4 dpec kot 1 TEPLoyN KAt amd v kopumvAn (AUC) frav

~ 14 ng x dpeg/ml.

e o o guaichnTn avaALTIKY SOKIUT, Ol GUYKEVIPMGELS TAACUATOG LETA TN OO0 TV 2 Ug
nepyoAiong/kg ftav moADd youmAEg Kot LETOPANTEG LE PEYIOTEG GUYKEVIPAOGCELS TTOV KVUOIVOVTOV atd
0,138 émg 0,551 ng/ml. O uéyioteg ouykevipmoelg eueoviommkay o€ 1,25 +/- 0,5 dpeg (Tmax). Ot
GUYKEVTIPMGELS TAACUATOS OTA TEPIOTOTEPA AAOYO NTAV TOGOTIKOTOUGILES LOVO Yo 6 DPEC UETE, T
d60om. Qo1000, £va GLOYO £lYE TOGOTIKOTOMGILES GUYKEVIPAOGELS Yo 24 dpes. Ot Telkol ypovol
nuicelog {ong dev vroroyiotnKay, kKabmg vIMpEe EAMTTNG ATOGAPNVICT TG KAUTOANG GUYKEVTPMOT|SG-
xPOVOL GTO TAAGLLO Y10l TO TEPLGGOTEPA GAOYA.

O1 péyotec ouykevipmoelg (Cmax) HeTd T 060M oV 4 pg/kg frav younAés Kot LeTaPANTEC Le EVPOg
amo6 0,4 — 4,2 ng/ml pe péomn tiun 1,8 ng/ml ko péco telikd ypovo nuicetag Long (T ¥2) ~ 6 mpeg. O
dbipecog xpovogs péEyomg ovykévipwong (Tmax) frav ~ 0,6 mpeg karn AUCt ~ 3,4 ng x h/ml.

H peciaikn mepyohidn cvvdéeton mepinov katd 90% e Tic TpTEives TOL TAAGUOTOS GTOVG
avOpmmovg kot ta welpapatolma. H 060¢ amofoing ivat p€cm tav veppmv.

5. D®APMAKEYTIKA XTOIXEIA

5.1 Kopieg acvppatotnreg

Agv 1oy0eL.

52 Awpkewo {ong

Aldpketa {onNe TOU KTNVINTPIKOD QUPHOKEVTIKOD TPOIOVTOC GUUP®VA, LLE TN GUCKEVOGIO TMOANCNG:
30 pnvec.



5.3 Iowitepeg mpo@uAGEELS KOTE TN PVAXEN TOV TPOiIdVTOG

Noa unv puidocetot og Beppoxpacio peyorvtepn tov 30 °C.
Noa pUAACCETAL GTIV OPYIKT] GLGKELAGIN Y10l VO TTPOGTUTEVETAL OO TO PG,

5.4 ®von kol 6HVOES TNG GTOLYELDO0VS CVOKEVUGILOG
Koyéheg PVC/PE/PVDC-aiovpiviov mov mepiéyovv 10 diokia Ekaot

Xaptwvo xovti Twv 10, 30, 60, 90, 100, 120, 160 1 240 Siokiwv.
Mmropei va pnv KuKAOQOpoLV OLEG 0L GLOKEVAGIES.

5.5 Ewwkég mpo@uraels amoppyng vog un yPprGLHomToI0£vTog KTVIOTPIKOD QUPUOKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTUL 0.TO T1] Y P1)GT] TOV TPOIOVTOGS, UV VITAPYOLY

Ta eapuaxo dev TPETEL VL OTOPPITTOVTOL HECH TOV ADUATOV 1) TOV OIKIUK®V OTOPANTOV.
XPNGILOTOGTE TPOYPALLATO EXLGTPOPNS POPUAK®V Y10 TV OTOPPIYT| U1 XPNOLOTOBEVTmV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V TOV TPOEPYOVTAL Omd TN (PO TOVG
GUUPMOVO, LLE TIC TOTIKEG OTOITNOELG KOl LE TUYOV EOVIKA GLUGTALOTO GLAAOYNC TOV 1GYVOVV Y1d TA
GYETIKA KTNVIOTPIKG QUPUAKEVTIKA TPOIOVTO.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Alfasan Nederland B.V.

7. APIOMOZXZ(OI) AAEIAYX KYKAO®POPIAX

Konpog: CY01069V

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepopnvia Ing éyxpiong:
Kompog: 08/12/2025

9. HMEPOMHNIA TEAEYTAIAYX ANAOGEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

10. TAZEINOMHZIH TOQN KTHNIATPIKOQON ®APMAKEYTIKQN ITPOIONTQN
Na yopryeitar pOvov pe KINVIOTPIKE GLUVTAYT).

AemTopEPEIC TANPOPOPIES Y10 TO EV AOYMD KTNVINTPIKO QAPUOKEVTIKO TPOioV givar dobéoiueg ot Pdon
dedopévav g EE yuo to kenviatpikd wpoidvta (https://medicines.health.europa.cu/veterinary).



https://medicines.health.europa.eu/veterinary
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EINNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXH
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IHAHPO®OPIEX ITIOY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Pergosafe 0,25 mg emukoloppéva pe Aemtd LUEVIO dloKia

(@

2. TYNOEIH XE APAXTIKH(EX) OYXIA(EY)

Pergolide 0,25 mg (mov 1codvvapei pe 0,33 mg pergolide mesilate)

3. YYXKEYAXIA

10 dioxia
30 dwokia
60 dokio
90 diokia
100 dwokia
120 éiokia
160 é1okia
240 dwokia

4.  EIAOX(H) ZQOY(QN)

Aloya (mov dev poopiloval yio avOp®TIV KOTOVIA®GT)

| 5. ENAEIEEIZ

‘ 6. OAOI XOPHI'HXHX

Ao otOUATOC YPNIOT).

| 7. XPONOI ANAMONHE

Xpovog avapovig:

Agv gmitpénetal ) yopynomn o€ dAoya to omoio Tpoopilovtar yio avOpdmivn KatavaAwmon.

Ta dhoya mov Exovv AdPel Oepomeio dev LTOPOVY TOTE VO GRAYLOGTOVY Y10, AvOpOTIVY KaTavAA®OT).
To dhoyo mpémel va £xel ONAwOel ¢ un Tpoop1lopevo Yio avOpOTIVY KATOVAAMON GOUPMOVO, LLE TNV
eBvicn vopobeoia mepi Safatnpiov ahdywv.

Agv emitpénetan 1) yopnynomn o€ {®a ta omoia mapdyovy yoAo yio avBp®dITIVI KOTAVIA®ON.

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uw/eeee}
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9. EIAIKEX XYNOHKEX ATATHPHXHX

Na pnv evrhdoceton og Beppoxpacia peyorvtepn tov 30 °C. Na QUALGGETAL GTNV APYIKT] GCLOKEVAGIN
Y0l VO TPOGTOTEVETAL OO TO (PG,

10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AIIO TH XPHXH»

Awpdote 10 PUALO 0INYIDOV XPNOTG TPV OO T XPNOT]. ATOPVYETE TNV TVYOLN KATAITOGT 0o TOV
GvBpmmo. Agite T0 POHAAO 0OMNYLDOV Y10, TIC TPOEIOOTOGELS TOV YPNOTT).

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

ATOKAEIGTIKA Y10, KTNVIOTPIKNY YPNOM.

12. OI AEEEIX «<NA OYAAXXETAI XE OEXH, THN OITIOIA AEN BAEITIOYN KAI AEN
ITPOXEITIZOYN TA ITAIAIA»

Na puidcoetal o€ 0éom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

13. ONOMA TOY KATOXOY THX AAETAYX KYKAO®OPIAX

Alfasan Nederland B.V.

Tomkol avimposmmot:
Lapapharm SA

Karaoli & Dimitriou 33

14123 Likovrisi, Athens, Greece

14. APIOMOI AAETAY KYKAO®OPIAX

Kvnpoc: CY01069V

‘ 15. APIOMOX ITAPTIAAX

Lot {ap1Buoc}
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

KYYEAH AAOYMINIOY

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Pergosafe

(@

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Pergolide 0,25 mg (mwov wodvvapei pe 0,33 mg pergolide mesilate)

3. APIOMOZX [TAPTIAAE

Lot {ap1Buog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {nweeee}
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B. ®YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG

Pergosafe 0,25/0,5/1/2 mg emkaloppévo, e Aemtd LUEVIO dioKia Yo GAOYa

2% 2ovleon
Kabe diokio mepiéyet:
ApPUGTIKO GVGTUTIKO:

Pergolide 0,25/0,5/1,0/2,0 mg
7ov 1eodvvapel pe 0,3/0,66/1,31/2,62 mg pergolide mesilate

"Exodoya:

Awkio Tov 0,25 mg

[Muprvag:

Iron oxide yellow (E172) 30 ug
EmucdAoym:

Titanium dioxide (E171) 0,708 mg
Ferrosofferic oxide 42 ng
Awkio Tov 0,5 mg

[Mvuprvag:

Iron oxide yellow (E172) 0,064 mg
EmwcdAoym:

Iron oxide yellow (E172) 22 ug
Titanium dioxide (E171) 1,5 mg
Awoxkio Tov 1 mg:

[Muprvag:

Iron oxide yellow (E172) 0,12 mg
Emucdioym:

Iron oxide yellow (E172) 0,11 mg
Titanium dioxide (E171) 2,86 mg
Ferrosofferic oxide 25 ug
Iron oxide red (E172) 6 ug
Awokio Tov 2 mg:

TTvprvag:

Iron oxide yellow (E172) 0,24 mg
Emucdioym:

Iron oxide yellow (E172) 0,66 mg
Titanium dioxide (E171) 5,06 mg
Ferrosofteric oxide 0,28 mg

Emwcaioppévo pe Aemtd vpévio diokio

Awokio Tov 0,25: Tkpt, capiKod oY UOTOC, EMKOAVUUEVO UE AETTO VUEVIO O10Ki0

Awokio Tov 0,5 mg: YTOAELKO, GQUIPIKOV GYNUATOG, ETKOAVUUEVO E AETTO VUEVIO d1OKIO
Awokio Tov 1 mg: Mnel, cpaipucold oyHOTOS, EMKOAVUUEVO e AETTO DUEVIO d1oKio
Awokio Twv 2 mg: [Ipdoivo, ealptkod GYNUATOS, ETKAAVUUEVO HE AETTO DUEVIO O10KIO0
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3. Eion {owv

Aloya (mov dev Tpoopilovtal yio avOp®TIV KOTOVIA®GT)

(1

4. OepamevTiKég eVOEiEelg

SOUTTOUOTIKY Oepameio TOV KMVIKOV CUUTTOUATOV TOV GLoYETICOVTOL Ie TN duGAELTOVPYio, TOV
duapesov Aofov g vrdeuong (PPID) (vocog tov Cushing tov mmmogldmv).

5. Avtevoeiteag

No unv ypnoLoTolEital 6 GAOYO e YVOOTN LIEPEVAIGHNGIO OTN HEGTAIKT TEPYOAION N} o6& GAAQL
TAPAY@Ya TNG EPLGIPDOOVE OAVPOGS 1) GE KATOW0 amd To EKO0YAL.

Noa unv ypnoonoteital 6 GAoyo NAKING KATO TV 2 ETMV.

6. Ewwég mpogrdomomoeig

E1dikéc mpoeidonom)oels:

O mpEmEL VO, 1EVEPYODVTOL KATAAANAES EVOOKPIVOLOYIKEG EPYACTNPLOKES EEETAGELG KOOMG KOt
a&10A0YMON TOV KAVIKOV CUUTTOUATOV TPOKEEVOL Vo TekUNplwbei n didyvoon g PPID.

Idwitepec TpoLAGEELS Yo TV 0GQAAN ¥pTion ota £idn (hmv:

Kabng n mieovotnta tov nepintdcenv PPID dwaytyvdoketol og nAikiopéva dioya, cuyvd givan
mapovoeg Kot dAleg TabBoroyucég diepyaoies. [a v mapakoiovdnon Kot T cLYVOTNTA TV EAEYYMV,
PA. Aocoroyia yio KaOg i60¢, TpPOTOC Ko 0501 YopNYNoNC.

ISwaitepec Tpo@uAGEEIC oV mpémet va AapPdvovtal omd o dToo Tov YopNYEL TO KINVIATPIKO
QapuakeLTkd Tpoidv oe {oa:

H mepyolridn, 6mwg kot GAAG Tapdywya Tng epLGIBdd0VE 0ADPAS, Umopel vo TpokaAécel £ueto, COAn,
ABapyo N xounin aptmpilokn wieon. ‘Exovv mapatnpnBel coPapég avemBounteg evépyeies, OTmg
katdppevon. H katdmoon pmopel va eivan emPrafnig kot va oyetileton pe cofapés avembounteg
EVEPYELEC, E10IKA GE TOUOLY 1 ATOUN LLE TTPODTAPYOVGEG Kopolakég Tanoels. Na Aapupdvetar ) éylot
duvaTH TPOCOYN MOTE VO ATOPEVYETAL 1) TVYOIC, KOTATOGT] TOV KTNVIATPIKOD QUPLOKEVTIKOD
TPOIOVTOG,.

[pokeyévov va petmbel o kivduvog Tuyaiog kaTdmoong:

- ATo@enyete TV EMOEN TOV XEPUBV LE TO GTOUO. M1V TpdTE, Tivete 1| Kamvilete dtav ypnoLomoteite
avTO TO TPOIOV.

- Na guAdooete Kot vo xelpileote antd 10 KTNVIATPIKO QOPUOKEVTIKO TPOidV EeXmPLoTd amd To
avOpOTIVO POPLOKEVTIKA TPOIOVTA Kot va, YEWpileoTte ovTd TO TPOioOV LE PeYOAT TPOGOYN.
TomoBetnote TNV KLYEAN GTO KOLTI KOl PUAAETE TNV TPOGEKTIKA POKPLd omd Tondid.

- Ta diokio TOL TPOETOWALOVTOL Y10 YOPNYNON TPETEL VAL YOPTYOUVTOL OUEGMG KOl VOL NV OLPTVOVTOL
Yopic emifreyn.

Y& mepintwon mov Kot Aabog vadpéel katdmoon, vo avalntioete apécms ltptkn Pondeia kot va
emdei&ete oTOV 10TPO TO ECMOKAEIGTO PVAAO 00T YLDV YPHOEMS T} TNV ETIKETO TOL QPOPLOKEVTIKOD
TPOTOVTOG. ATOPVYETE TNV 001 YNGT 1] TOV XEPIGUO UNYOVNUATOV UETE TNV KATATOGT 0LTOV TOV
KTNVIOTPIKOD QOPLOKEVTIKOD TPOTOVTOC.

AVT0 TO KTNVITPIKO PAPUAKEVTIKO TPOTOV Umopel va Tpokoréoel opOalukd epediond. Amogehyete
TNV EXOQTN UE TO LATLO CUUTEPIAAUPOVOUEVIC TNE ETOPNE TOV XEPLOV LE TO UATIO KATO TOV YEPIOUO
TV dlokiov. Elayliotomomote toug kKivouvoug ékBeong katd tn S1dAvcn TV SioKimv, .. To SloKia
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dev mpémet va Bpvppatifovtal. Xe mepintmon emaeng Tov SIAVUEVOD TPOTOVTOG LE TO OEPLLA, TAVVETE
70 dépo oL Exel exTebel e vepo. Le mepintmon Ekbeong TV HOTIOV, EETAVVETE AUECMG TO
pocPePAnpévo patt pe apbovo vepd kot {ntnote 1Tpikn GuPOVAT.

[MAvvete ta gépro peTd T YpMon.

AVT0 TO KTNVIATPIKO POPUAKEVTIKO TPOTOV UTOPEl v TPOKOAETEL OVTIOPACELS VTTEPELOLGONGiOG
(aAlepyin). Atopa pe yvootn vrepevarcncio o tepyoiidn 1 dAla mopdywyo TG epLSPdS0VE
0AVPOG TTPETEL VAL AITOPEVYOLV THV ETAPY| LLE TO KTNVIATPIKO POPUOKEVTIKO TPOTIOV.

AVT0 TO KTNVIATPIKO POPUAKEVTIKO TPOTOV UTOPEL VoL TPOKOAECEL AVETIBVUNTEG EVEPYELEG AOY®
LELOEVOV EMTESMV TPOAUKTIVIG, YEYOVOS TOV amoTeAEl 1010iTEPO KIVOLVO Y1a TIG £YKVES KO
Onialovoeg yovaikeg. Ot éykveg | ONAalovoec yovaikeg O TPEMEL Vo ATOPELYOLV TN SEPLOTIKN
EMOPT 1] TNV EMAPT] TOV XEPUDV LE TO GTOUO KOL VO POPOVV YAVTLO KOTE T YOPTYNON TOL TPOoidVTOG,.

Eyxvpocvvn:

To mpoidv va yopnyeital LOVO COLPOVA LE TNV EKTIUNGT 0PEAOVG/KIVOHVOL atd TOoV VIevBuvo
knviatpo. H acpdieto antod 1oL KTNVIATPIKOD QUPHOKEVTIKOD TPOIOVTOC dev €xel katadelybel o
£€YKVeg Popddes. AT TIG EPYUCSTNPLOKEG LEAETEG GE TOVTIKOVG KOl KOLVEALD OEV EXOVV TPOKVYEL
evOei&elc TepatoyOVOV eMOPAcEDY. MEIMUEVT YOVILOTNTO TOpATnPHONKE GE TOVTIKOVG GE SO0
5,6 mg/kg copatucod Bapovg ava nuépa.

Torovyio:
H ypnon dev cuvictdron oe Onialovta dAoya, ota omoic 1 AGEAAELD CLTOV TOV KTNVINTPLKO

QOPUOKEVTIKOV TPOIOVTOG OeV £xel KataderyBel. LTovg ToVTIKOUS, TO LELOUEVO COUATIKA BApT Kot
TOGOO0TA EMPIMONG TOV ATOYOVAV AT0dOONKAY GTY| POPLOKOAOYIKY] OVOGTOAN TNG EKKPLONG
TPOLOKTIVIG IE ATMOTELECUO TV OTOTVY IO TG YOAOLYIAG.

AMNAETOPEOELC LE GAAD QAPUAKEVTIKA TTPOTOVTO KO GALEG LOPQES aAANAETIOpAOC:
XPNOYOTOIEITE LE TPOGOYN GE TEPITTMGT] TOV TO KTNVIUTPIKO POPUOKEVTIKO TPOIOV GuyyopTyEitan
UE GAAOL PAPLLOKE, TTOV EIVOL YVOOTO OTL ETNPEALOVV TN OEGUEVCT| TOV TPMOTEIVAOV.

Mnyv yopnyeite TANTOYPOVA LLE AVTAYMVIGTEG TG VIOTOUIVIG, OTTMG VEVPOANTTIKA (patvobeialiveg -
Y. akempopalivn), SoumeplddVN | LETOKAOTPOLION, KaODC 0 Tol 01 TAPAYOVTES UTOPEL VO, LEIDGOLY
TNV OMOTEAEGUATIKOTNTA TNG TEPYOAIONG.

Yrepdocoroyia:
Agv vdpyovv dabéciueg TANpoPopies.

7. AvemOopunta coppavra

Aloya:

Irdvia Andrero, OpeEng, avopetia!, Adapyoc!

(1 ¢ 10 {ma / 10.000 vd Oepancio. | CLUTTOUOTA TOL KEVIPIKOD VELPIKOD GLGTHUATOC 2 (TT.Y.
ow): KkotdOlyn?, ataia®)

S1appota Kot KOAKOL.

IToA¥ omavia Eopidpwon.

(<1 {do / 10.000 vmo Bepancio {oa,
CLUTEPILAUPAVOUEVOV TOV
UELOVOUEVOV OVOPOPDYV):

' topodixn
2 qma
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H avagpopd avemBountov coppdviov sivar onpovtiki. Emttpénet ) cuveyn mopakolovnon g
acPAAELNG EVOG TTPOidvToG. Edv mopatnpnoete omoladnmote avemBountn evEPYELD, KOO KOL OV OEV
AVOPEPETOL OTO EGOKAEIGTO PUALO OONYIDOV ¥PNOTG 1 AUPIBAALETE Y10 TNV TOTELEGUATIKOTITO TOL
QopUAKoV, TOPOKAAEIGOE VO ETIKOVOVINGETE, KATAPYAG, IE TOV KTNVioTpd coc. Mmopeite emiong va
OVOPEPETE OTOLAONTOTE AVETIOVUNTO GLUPAVTO GTOV KATOYO TNG ASELNS KUKAOPOPIOGS 1) GTOV TOTIKO
AVTITPOGMTO TOV KOTOXOL TG AOELG KUKAOPOPIOG XPTGLULOTOUDVTAS TO. GTOLYELN EMKOVMVING GTO
TEAOG AVTOV TOV PVALOL 0OMNYUDV YPONG, N LECH TOL EOVIKOD GG GLGTNOTOS AVAPOPAS:

EBvikdg Opyaviopog @apudimv, Tni: 213 2040213, e-mail: vetpharmacovigilance@eof.gr
Iototomog: http://www.eof.gr

Kvmpoc:

Kmmvwatpikég Ynnpeoieg

1417, Asvkoocia, Kbnpog
http://www.moa.gov.cy/moa/vs/vs.nsf
pharmacovigilance@vs.moa.gov.cy

8. Aocoloyia yio ka0 €ldog, TPOTOS KL 0601 Yop1YNOoNG
Amd otépaTOG XPNOT, Hia popd Nuepncime.

Adon Evaping

H d60m évapéng eivan mepimov 2 pg mepyoridng/kg (docoroyuco gvpog: 1,3 émg 2,5 pg/kg: PA. mivoka
mapokato). H 06om cuviipnong Ba mpémel 6T GLUVEXELD VO, TITAOTOIEITOL GOUPDVO, LUE TNV OTOMIKY
avTamoKpilon, 6mmg kabopiletar amd v mapakolovdnon (BA. TapakdT®), Le OTOTELECUO 10, LECT)
doon cuvtipnong 2 pg mepyoridng/kg copotikov Bapovg pe docoroyikd ebpog amd 0,6 £wc 10 pg
nepyoriong/kg copatikov Bépovg.

O1 860¢1c EvapEng cLVIGTMOVTOL MG EENG:

2ouoTiKod 0,25 mg 0,5 mg 1 mg 2 mg Aoon | docoroy
Papog aloyov Sioxcio O10Kl0 O10K10 O10Kl0 evaplng | ko edpog
1,3-25
100200k Q 0,25mg | 132
g 8| ughe
1,7-25
201 - 300 k; O O 0,50 m ’ ’
& & ughg
1,9-25
301 - 400 k Q O 0,75 m ’ ’
& & ug/kg
]
1,9-25
301 - 400 k; OOQ 0,75 m ’ ’
g g ug/kg
1,7-25
401 - 600 k, ‘ 10m /=4
g g ugkg
’i
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http://www.eof.gr/
http://www.moa.gov.cy/moa/vs/vs.nsf

1.7-25
401 - 600 k (::) (::) 1.0 /=2
& e ugkg
1.8-25
601 - 850 k. O ‘ L5 =2,
& "E ugkg

”’
1.8-2.5
601 - 850 k OOO L5 0=
& e uglkg
20-24
851 - 1000 k 2.0 =2
& e ug/kg

or
20-24
851 - 1000 X0 2.0 0=
g "e uglkg

Abo1n cuvTipnong

H S Biov Bepomeio eivarl avapevoueyn yio 0utiVy Tn voco.

Ta meprocdTEpa AAOYO avTamokpivovtol ot Oepaneio kot otabepomolodvtar o€ pua péon doon 2 pg
nepyoAidong/kg copatikov Bépovc. Khvikn Bedtioon pe v mepyoiidn avapévetat viog 6 pe

12 gfdoudodeg. Ta ahoyo pmopel vor avtamokpldovy KAMVIKE 6€ YUUNAOTEPES 1| SLUPOPETIKES OOCELS
GUVIGTATOL ETOUEVOC 1) TITAOTOINGT) GTY] YOUNAOTEPT] OTOTEAEGUATIKT OOOT| OvE ATOUO LE Bdom TV
avtomoKplon otr Oepaneia, gite TPOKELTOL Y10 ATOTELEGUATIKOTITA EITE Y10 GUUTTAOLLOTOL

un avektikotntoc. Optopéva droya pmopet va ypelastovv 80celg £mg kot 10 pug mepyoriong/kg
COUOTIKOD BAPOVG NUEPNCIMC. X AVTEC TIG OMAVIEG TEPIMTMOGELS, GCUVICTATAL 1) KATAAANAN TPpOGOEeT
TapoKoAoLONoN.

Metd amd TV apyIkn d1dyvooT, ETavolaPeTe Tig EVOOKPIVOLOYIKEC EEETAGELC Yl TNV TITAOTTOINGT TNG
d0o1g Kat TV TapakolovOnon ¢ Oepaneiag avd daothuata 4 £mg 6 fdouddnv Emg 0Tov emélbel
otafepomnoinomn N PEATIOON TOV KAVIKOV COUTTOUATOV /KOl TOV SIOYVOOTIKOV EEETAGEWDV.

Edv ta khvikd copntdpoata 1 ot S1oyvooTikég EETAGELC dgv Exouvv axoun Peitiwbel oto TpmTo
duonua 4 £mg 6 efdouddmy, 1 cuVolkY Nuepnota door propet va avénbei katd 0,25 - 0,50 mg. Xe
TEPIMTOOT TTOL TO KAVIKA CUUTTONOTO £X0VV BeATibel aAld dev £xovv akdun opaiomomBei, o
KTNVIOTPOG UTOPEL VO, ATOPAGIGEL VO TITAOTOLGEL 1] VO, UMV TITAOTOGEL T 806, AdpufdvovTtag
VIOYT TNV OVTOTOKPIOT)/AVEKTIKOTNTA TOV OTOHOV GTn SO0T.

Y& TePINTOOT OV TO KAMVIKG GUUTTOUATO 0V EAEYYOVTOL EMAPKAOC (KAMviKn a&loAdynon 1/kat
SoyveoTikég e£€TAGELS) GUVIGTATOL 1] OENCT TNG GLUVOATKNG NUEPNOLOG OOONG UE TPOGAVENGEIC TV
0,25 - 0,5 mg (gdv T0 PappaKo gival avekTd 0T CLYKEKPLUEVT] 600T) KGO 4 £0¢ 6 efdopades MG
otov enéAbel atabepomoinon. Edv eppavictody coumtouate un avektikdtntag otn 06cmn, n Oepomeio
0o pémel va dtokomel yia 2 £m¢ 3 UEPEC Kat VoL apyiceL €K VEOD LE TO UICL TNE TPONYOOUEVTS
d0ong. H cuvolikn nuepnota d6om prnopet otn cuvéyxelo va TithonomBel puéypt 1o emBountd KAviKo
amotélecpa pe mpooavéncelc tov 0,25 - 0,5 mg kébe 2 Emg 4 efdoudadec. Edv mapareipbel o doon,
1 EMOUEVN TPOYPAUUOTIGUEVT d00T Ba Tpémtetl va yopnyn el dmwg £xetl kabopiobei.

Metd ) otabepomoinon, Oa TpENEL VA, TPOYLOTOTOLEITOL TAKTIKT KAVIKY] 0E10AGYNOT Kot

dyvootikég eetaoelg kb 6 unveg yo Ty mopakolovdnon g Oepaneiog kat g ddonc. Otav dev
VIAPYEL ELPAVIG avTaTOKPLIoN ot Ogpameia, 1 S1yvmon TPEMEL VO EXOVEKTILATOL.
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9. Oonyieg Yo T 6T Lopiynon

INo ™ dtevkdivvon Tng xopNyNomMs, N AmaTovUEVT NUEPTGLa dOoT Ba Tpémel va TorobeTeiTon o8
UIKPT] TOGOTNTA VEPOD 1/KAL VO OVOUELYVOETOL IUE LEAAGH 1) GAAO YAVKOVTIKO KoL VO AVOOELETOL UEYPL
va StoAvBel. Xe autiv TV Tepintmon, Ta dStAvpéva d1oKio TPETEL VoL XOPTYOUVTaL LLE GUPLYYO.
OAOKANPN M TocoTTO TpémeL va xopnyn el apéomc. Ta diokia dev mpémet va BpvpupariCovrar, PA.
kepdiaio Eidikéc mpoeidomomcelc.

10. Xpévor avapoviig

Agv gmtpénetal 1) xopnynomn o€ dAoya ta omoia mpoopilovtar yio avOpdmivn KatavaAwon).

Ta Ghoya mov Egovv AaPet Bepameio dev LTOPOVV TOTE VO GPAYLAGTOVV Y10, avOPOTIVY] KATAVAAWDGT).
To dhoyo mpémel va Exel ONAwOEL ¢ un Tpoopt{OUEVO Yo ovOPOTIVY KATOVAAMGT GOUPOVO, [LE TNV
eBvikn vopobeoia mepi dafatnpiov aldywy.

Agv emitpénetan 1) yopnynomn o€ {da T omoia Tapayovy YOAo yio avOp®dITIVY KOTAVIA®ON.

11. EIAIKEX YYNOHKEX AIATHPHXHZ

Na puidcoetal o€ 0Eom, TV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

Noa unv euidcoetal og Bepuokpacio peyorvtepn towv 30 °C (udvo yia to dtokiov 0,25 mg). Na
(QULAACGCETAL GTIV 0PYIKT GLCKELAGIO Y10l VO TPOGTUTEVETOL OO TO PG,

Na pn ypnoiponoteital autd To KTNVINTPIKO GOPUOKEVTIKO TPOTdV HeTd and TNV nuepopnvia ANEng
OV AVOLYPAPETOL GTNV KVWEAT Kal 6T0 Kouti petd v « AHEH». H nuepounvia Méewc copmintet pe
TNV TEAEVLTOIN NUEPO TOV GUYKEKPILEVOL LTV

12. Ewwkég mpoeurdierg amoppryng

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL HECH TMV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNC POPUAK®DV Y10 TV OTOPPIYT| U1 XPNOULOTONOEVTDV
KINVIOTPIKDV POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL amd TN YPNOT TOVG
GUUPMOVO, LLE TIG TOTIKEG AMOITNGELG KO LE TUYOV 1oybovta eBvikd cvotipate cvAloyng.> <Ta pétpa
OVTE OTOCKOTOVV GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

13. Ta&vopnon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTOVTMV

Na yopryeitar povov pe KIviaTpiky GuVTay).

14. ApOpoi doc1og KVKLOQOPIOG KOl GVGKEVAGIEG

0,25 mg:
Konpoc: CY01069V

0,5mg: 87511/22-09-2021/K-0247001
Konpoc: CY00839V

1 mg: 87512/22-09-2021/K-0247002
Konpog: CY00840V

2 mg: 87513/22-09-2021/K-0247003
Konpog: CY00841V
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Xaptvo kovti tav 10, 30, 60, 90, 100, 120, 160 1 240 diokimv.

Mmopei va, unv KoKAoQopovV OAEC Ol GLCKEVUGIEG.

15. Hpepopnvia televtaiog avade®pnong 10V QUALOV 03NYLAV PTG
12/2025

Agntopepeic TANPOQOPIES Y10 TO €V AOY® KTIVIATPIKO QOPLOKEVTIKO TPoioy gival Sabéaiueg ot
Baon dedopévav g EE ya ta ktmviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xroyeia emkovoviag

Kdroyoc tne ddetag KukAOQOPiag TapUcKEVOOTNE VIEVOVVOC Yo TNV 0TOSEGUEVCT) TOV TAPTIOWV:
Alfasan Nederland B.V.

Kuipersweg 9

3449 JA Woerden

The Netherlands

Tapackevootnc VTeEnBVVOC Y10 THY 0TEALLOEPMGN TOV TOPTIOMV:
Lelypharma B.V.

Zuiveringsweg 42

8243 PZ Lelystad

The Netherlands

Tomikol ovIITPOGMTOL KOl GTOLYEIN EMKOVAOVIAC Y10 TNV avVopopd Thavorloyoduevay avemBountwy
EVEPYELDV:

Lapapharm SA

Karaoli & Dimitriou 33

14123 Likovrisi, Athens

Greece

Tel.: +30 2146878580

E-mail : pharmacovigilance@lapapharm.com

17. Alheg TANpoQOpPies
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