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IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Vetoryl 120 mg pacmpeva diokio Yo GKOAOLG

2. MOIOTIKH KAI TIOXOTIKH XYNOEXH
Kdabe diokio mepiéyet:
ApPUGTIKO GVGTUTIKO:

Trilostane 120 mg

"Exdoya:

Iowotiki) 60vOeD EKOGYOV KO ALV
GUGTUTIKOV

Maize starch

Lactose, monohydrate

Cellulose, microcrystalline

Sodium starch glycolate (type A)

Silica, colloidal hydrated

Magnesium stearate

Yeast (dried)

Chicken flavour

Avoryto kapé pe Kopé KNASES, oTPOYYLAD Kot KupTd, ApOUOTIGUEVO LACHOUEVO dloKio 15 mm pe
GTOVPOEON Ypouun Opadong ot pic TAevpd.

Ta diokia pmopovv va dwopebodv oe 2 1 4 ioa pépn.

3. KAINIKEX IAHPO®OPIEX

3.1 Eion {oov

2K0OAOG.

3.2  Ogpomevtikég evosiels Yo ka0g gidog {Mov

I'a ™ Bepameio TOL LTOPLGIAKOD KO TOL EXVEPPLIIKOD TOTOL VIEPPAOLOETIVEPPLIIGLLOV (VOGOG KOt
ovvdpopo Cushing).

3.3  Avrevositeg

Na un ypnoiponoteital o€ (O TOL TAGKOLY OO TPWOTOYEVT NTOTIKY VOGO 1)/KOL VEQPPIKT| OVETAPKELO.
Na pn ypnoiponoteital o€ mepinTtmon vaepevoichnciog 6To dPASTIKO GLOTATIKO 1) G KATO10 amd T
£K60Y0L.

Na un ypnotponoteital oe okdAovg wov Luyilovy Ayotepo and 5 kg.

3.4 E0kég TPOELOOTOM|GELS

H axping 61dyvmon tov vrep@AoloeTive@pidtcol givat amapaitntn.



Omnov dev vdpyel cagpng avtandkpion ot Oepaneio, Oa tpémel va emova&loroyeital 1 didyvoon. Ot
avénoelg g 60omMG, UTopel va lval amopoiTnTEC.

O1 xtnviatpot Ba wpémel va Aapdvouy oy 0Tt 01 GKVAOL LE VITEPPAOIOETIVEPPIOICUO SLOTPEXOLV
avénpévo kivouvo Taykpeatitidas. O kivovvog avtdg, pmopel vo un pelmbel petd ) Bepomeio pe
TPIAOCTAVY).

3.5 Idwitepeg mpopuiaiers Katd T ypion

[dwritepec TpouAGEELC Yia TV 0c@OAN ¥prion ota £i0n (dhmv:

A&gdopEVOD OTL BTNV TAELOVOTNTO TOV TEPITTOCEMY O VTEPPAOIOETIVEPPIOITUOG S0y IYVADCKETOL GE
oKkOA0Vg Nhkiag 10—15 eTdv, cuvuTapyoLY GLYVA Kot dALEC TabBoloyikéc Kataotdoelc. Eival
Wwitepa GNUOVTIKOG 0 EAEYYOG TMV GKUAMVYLO TPMTOYEVT] NTATIKY VOGO KOl VEQPLKT AVETAPKELD,
KaODS 0VTO TO KTNVIATPIKO QOPUOKEVTIKO TPOIOV aVTEVOEIKVLTOL GTIG TOPOTAV® TEPIMTMOCELS.

Kotd m didprela g Oepaneiag, Oo mpémnel va mpaypatonoteitan otevn mapoakorovnon. [pémnel va
dtvetan 131aitepn mpocoyn ota nratikd £vEupa, Tovg NAEKTPOAVTES, TNV OvPio KOL TNV KPEUTVIVT).

H tavtoypovn mapovcio coxyopdon dapntn Kot VTEPPAOIOETVEPPLIIGLLOV, OTOLTEL E10TKN
mapoakorovOnon. Eav évag oxdrog Exel AdPet mponyovuévmg Bepoameio pe PIToTavT, 1) EXVEPPIOIKT
Aertovpyia Oa €xet petwdel. H eumepia otnv khvikn| mpdén, vrodewvietl 01t Ba tpénel va mapérbet
APOVIKO SLAGTN LA TOVARYIOTOV £VOG UNVOL LETAED TNG SLOKOTNG TNG ITOTAVNG Kot TG Evapéng
Oepameiog e TPIAOGTAVY. ZVVIGTATOL 1| GTEVI] TOPAKOAOVONGT TNG AELTOVPYIOG TOV EXVEPPIOI®V,
KkaBdg o1 orOAOL uTopEl va glval o gvaicHnTol 6TIg ETOPAGELS TNG TPIAOGTAVIG.

To kviaTpKd PopUaKeLTIKO TPOIOV Bol TPEMEL VAL XPNOLULOTOIEITOL e 1OLiTEPT) TPOGOYN 0€ GKOAOLG
ue mpobmdpyovoa ovorpio, KoOMG LIToPEl Vo ELPAVIOTEL TEPAITEP® UEIDOT) TOV AUATOKPITN KO TNG
alpoceopivng. Ot okvAoL TPETEL va TAPAKOAOVOOHVTOL GE TAKTA YPOVIKA SLOCTHUATO, Y10 TPOTOYEVT
NnATIKN VOG0, VEQPIKT VOG0 Kot cakyapddn dfntn. Ta diokia Tepiéyovy YeuoTikobg mapdyovTes.
INo v aropuyn Tuyoiag Katdmoons, PUAAGGETE Ta. diokia g BEom mov dev Tpoceyyilovv Ta {da.

ISwnitepec mpo@uAGEELS oV mpémet va AapPdvovtol omd to dTopo Tov YopNyEl TO KINVINTPLKO
QopuakeLTIKd TPoidv oe (o

H tp1ihootévn umopei va. Leldoet T cOVOEGT TNE TEGTOGTEPOVIG KOl EYEL AVTL-TTPOYECTEPOVIKEG
wotnrec. Ot yuvaikeg mov givon £yKveg 1) oKomehovy va pelvouv Eykueg Oa Tpémet va amopevyovy va
yepilovtatl avTd TO KTNVINTPIKO POPUOKEVTIKO TPOTIOV.

[TAvvete ta g€plo. LeTA TN YPNOT. ATOU UE YVOOTN LIEPEVAIGONGla 6TV TPIAOGTAVN 1| GE KATOL0
Ao T £K00Y0, O TPETEL VO OMOPELYOLV TNV EMAPT LE QVTO TO KTNVIOTPIKO POPUOKEVTIKO TPOIOV.
INa va TpoAneBei n mpdcPacn TV Tad1dY 6T S1oKia, 01 YPTCLOTOUEVEG CUCKEVOGIEG KOWEANG Oal
TPETEL VO, QLAAGGOVTOL GTO OpyIkd KovTi, o€ BEom v omoio dev PAEmOLY Kot dgv mpoceyyilovv Ta
TG

Ye mepintwon katd Adbog katdmoong, avalntiote opécms otpikn Ponbdeia kot emdei&te 6TOV 10TPO
TO ECAOKAELGTO PVALO OONYIDV XPNCEMG 1 TNV ETIKETA TOV PAPUOKELTIKOD TpoiovTog. H tuyaia
KOTAUTOOT UTOpPEl Vo TPOKUAEGEL AVETIOOUNTEC EVEPYEIEG CLUUTEPIAUUPOVOLEVOV TOL EUETOV KOl TNG
dugppotag.

Idwaitepec TPOQLAGEELS Y10 TNV TPOGTAGIC TOV TEPIBEALOVTOC:
Agv 1oy0eL.




3.6 AvemOounta copfavra

2K0A0G:
Oy cuyva AnOapywomra*P, avope&io®P, fuetoc™?, Sidppora’P
(1 éo¢ 10 Eoda / 1.000 vro Bepameio
{oa):
Zrdvia Ymo@Ao0emve@pidiopog’, vepo1eldppoto’, HETEMPIGUOC,
(1 éog 10 Lda / 10.000 vd ata&iod, pikdg Tpopog®, deppotikég Statapaysc’, veppiky
Oepamcio Lha): averdprelo’, apOpitidof, advvouio™?
[ToAd ondvia Nékpoon TV ETvePpLdinv™, aipvidlog Bdvatog
(<1 Lo / 10.000 vro6 Bepamneio (o,
GUUTEPIAAUPOVOLEVOV TOV
UELOVAOUEVOV OVOPOPDV):

* Yyetiletol pe 1TpoyEV VTOPAOIOETIVEPPIOICUO, 13104TEPO. EAV 1] TAPAKOAOVON O™ dEV etvan
enapkng (PA. mapdypaeo 3.9). [N'evikd elvar oavacTpEyiog vidg oG ¥povikng Teptddov Tov
ToKiAEL, HETA TN daKomn TG Bepameiag.

P "Eyer mopatnpndei o okdrovg mov Ehapov Oepameio pe Tpthootdvn oe omovcio evdeitemv
VITOPAOLOETIVEPPLOIGLOD.

T ZoumeprhopPavouévns g o&elog addicmvikng kpiong (katdppevon) (PA. mapdypapo 3.10).

"Hma.

¢ ExdnAdveral Aoym tng Oepameiag pe 1o Tpoiov, AOYm TG LEIMOTG TOV ETTESMV TOV EVOOYEVDV
KOPTIKOGTEPOELODV.

°t Evdéyetar vo 00N yNoEL G€ VTOPAOIOETIVEPPIIGULO.

To GUVOpoUO GTEPNONG TV KOPTIKOGTEPOEOMV 1) VtokopTiLoraipio Ba Tpémel va drakpivetal and Tov
VTOPAOIOETIVEPPIOIGUO HEGM TNG LETPNONS TOV NAEKTPOAVTMV TOV 0poY TOV CiLLATOG.

H avagopd avemBountov coppdvtov sivar onuovtikn. Emitpénel  cvveyn mapakoiovdnomn tng
AGPAAELNG EVOG KTIVIOTPIKOD POPUAKEVTIKOD TPoidvTog. Ot avapopég Oa mpénel va amocTEAAOVTAL,
KOTO TPOTIUNGN HECH KTNVIATPOL, EITE GTOV KATOYO TNG AOELNG KUKAOPOPING 1) GTOV TOTIKO
AVTITPOCMOTO TOV gite otV €BVIKN apuddia apyn LECH TOL EBVIKOV GUGTAUATOG AVOPOPAC. AvatpEEte
GTO UALO 0ONYIDV XPTOTG Y10 TO AVTICTO(O GTOLYEID EMKOWVMVING.

3.7 Xpnion katd TV KON 61, TN YoAoVYi0 | TNV ®OTOKIiO

Kvnon ko yodovyio:
Na pn yopnyeitol 6e6KOAOVS KATE TNV €YKLUOGUVT 1) TOV ONAaco.

Tovipdt o
Na punv yopnyeiton oe {da avamapaymyng.

3.8 Aliniermidopaon pe GAAo QUPRUKEVTIKA TPOIOVTA KOL AALES pOPPES aAAnAenidopaong

H mBavomra oAAnAemidpdoemv pe GAAo QOPUOKEVTIKE TPpoTovTa dev Exel peketn el e1ducd.
Agdopévov 0Tt 0 VITEPPAOIOETIVEPPIIICUOG eppavileTar cuvnbmg oe NAKIOUEVOLE GKOAOVG, TOALOL Ba
AOUPEVOUY TODTOYPOVT PUPLOKEVTIKY OY®YN. X& KAWIKEG LEAETEG, Ogv TTapatnpiOnKay
AAANAETIOPAGELS.

[péner va Aopfavetor vedyn o Kivouvog epeaviong vITeEPKaAopiog GV 1 TPIAOGTAVN
YPTCULOTIOLEITOL GE GUVOVAGUO [LE KOALO-GUVINPNTIKG SLOVPNTIKG 1 OVOGTOAEIS TOV UETUTPETTIKOD
gvouov g ayyeloteveivig (ACE). H tavtdypovn xprion avtdv Tov opuakov, 0o tpénet va
VIOKELTOL GE OVAALGT TNG GYEONG 0PELOVG-KIVOVVOL At TOV KTNVINTPO, XN EXouv avapepOel
Bavatol (cupmepthapPavopévou Tov aevidlov BavaTov) oe oKOAOLS KAt TNV TAVTOYpovT Bepameia
pe tprhootavn Kot gvog avactoréo ACE.

3.9 Oodoi yopriynong ko d0coroyio



T amd Tov otdpOTOC YPTION.
H d60m évapéng yia ) Oepaneio, sivor mepimov 2 mg/kg.
Na yoprnyeitar pio popd npepnoing, pali pe tpoen.

I"a ) dwusedion g opbnig docoroyiag, To capatikd Bapog Ba mpénet va mpocdopiletat pe 660 T0
dvvatod peyardtepn akpifeia.

Na tpocdiopiletar 1 6001 avaroya LE TNV EEATOMKEVUEVT] OVTOTOKPIOT), GOUPOVO, [IE TNV
nmapokorovOnon (PA. tapakdtw®). Edv amaitnBel avénon g d0omMg, ¥pNOYLOTOMGTE TNV KATAAANAN
TEPLEKTIKOTNTO KO TO KATOAANAO LEPOG TOL O1oKioV, Yo va avéncete Ppadémg v Nuepnole
yopnyovuevn d6on. To gvpd PAGHN TEPIEKTIKOTNTAG TOV SLOpOOUEVOV dioKimv, KabloTd duvatn )
BéAtiomn docoloyia yia kdBe okOA0, eatopkevpéva. Na yopnyeital 1 KOTOTOTN 066N TOL Eival
amopaiTnT Yo ToV EAEYY0 TMV KAWVIKOV GUUTTOUATOV.

TéMog, €4V TO GUUTTOUATA OEV EAEYYOVTOL ETAPKAG Y10 EVO TANPES YPOVIKO ddoTnua 24 wpodv
petald tov docemv, va egetdleTon To EvOgXOUEVO OOENONG TG GUVOAIKNG LEPNGLOG dOONG £MG Kot
50%, dtp@VTaG TV IGOUEPADS LETAED TPWIVIG Ko Bpadiviig dOoMG.

"Evag pikpdg apfuodg (dwv propet va anortel 6ceg1g mov vrepPaivovv onpavtkd ta 10 mg ava kg
COUOTIKOV BAPOLG VA NUEPA. LE OVTEG TIG TEPMTOGELS, Oa Tpémel va epaproletot KatdAANAN
TpoOcheT TOpakoiovOnoN.

Mo Ttpocappoyr] g 60omg, umopel va etvat amapaitntn edv aviwkataotabei to Vetoryl oxinpd
Kayakio wov Aapfavel o okOAOG e To Vetoryl pacmpeva d1okio, Kot ovIIeTPOP®S, ENEWDN 08V UTOPE]
va dtoo@oilotel avotnpd 1 evoAAaEILoTTA PETAED TV dV0 TPOIOVI®V, KAOMDC UEPTKOT GKOAOL
AVTOTOKPIVOVTOL SLOPOPETIKG GTNV ALY TNG POPUAKOTEXVIKNG LOPPTG.

IopoxoirovOnon:

®oa mpénet vo AapPavovrtal deiypato yio Proynukég eetdoelg (Guumep I apuPavouivey TV
NAEKTPOAVT®V) Kot Yo T dokipacio diéyepong pe emveppidtoprototpdmo oppovn (ACTH) pv amod
v évapén g Bepoameiog vVoTepa amd TNV apyIkn dudyvoon kal, katomy, otig 10 nuépeg, otic 4
gPdoudoes, otig 12 efdopnddeg Kot otn cuvEyelo kKabe 3 UAveg, yio TV mapokoAohinon ava Taktd
dwotparta, eniong Hetd amd kdbe mpooappoyn d6oNG, N Qv Yivel evaliayn amd oKANPE KoyaKio
Vetoryl og pacopeva diokio Vetoryl 1} avtiotpopa. EmpBdaAiietol va mpaypatomoodvvtor ot
dokpocieg oéyepong ue ACTH, 4-6 dpeg petd ) yopnynon e 6001G, TPOKEWEVOL Vo, Eivol dLuVOTH
N epunveio tov arotelecpatov pe axpifea. H xoprynon g 06ong to mpwi etvon mpotipdtepn
KkaBdg Oa emttpéyel oToV KTNVINTPO GOG VO TPAYUOTOTOGEL TIG SOKIUEG TapakoAovOnong, 4-6 dpeg
UETE TN yopNyNoM TG 600mG. Xe kabéva amd To TAPUTAV® ¥POVIKA onueia, 0o Tpénetl emiong va
TPOYUOTOTOLEITAL TAKTIKY 0El0AGYN o™ TNG KAVIKNG EEMENG TNC VOGOU.

v mepinTmon ¢ U déyepong katd tn devépyelapog dokpaciog otéyepong pe ACTH katd
duapkela tng mopoakolovOnong, n Oepaneia Oa mpémel va dlokdTTETUL Yo 7 MUEPESG KO GTI GUVEYELD VL
yivetan emavevapén pe yapniotepn doon. Enavaiéfete ) dokipacio diéyepong pe ACTH petd and
emumiéov 14 nuépec. Edv to amotéleoua eEaxorovdel va gtvar pun dieyeptikd, draxoyte T Oepamneio,
£0¢ OTOV EMAVEUPAVIGTOVV TO KAIVIKO CUUTTMUOTO TOL VIEPPAOLOETIVEPPLOLGOV. Emavardfete
doxpacio d1eyepong pe ACTH, évav univa petd v enavévapén g Bepaneiog.

Ta diokio pwopovv va dwopebodv og 2 1 4 ioo uépm, yio vo eEacealotel 1 akpipng docoloyia.
TomoBethoTe T0 S10KiI0 TAV®D GE L0, EXTEDT EMPAVELD, LE TN XOPAYLEVT] TAEVPE GTPOUUEVT TTPOG TO,
v Kol TNV KUPTH (OTPOYYLAEUEVT])) TAEVPA GTPOUUEVT] TPOG TNV EMPAVELQ.



gt
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2 ioa pépM: MEGTE TPOG TOL KATM LLE TOLG OVTIYELPESG GG KO OTIS V0 TAEVPES TOV d1oKiov.
4 {ca Pépn: TESTE TPOG T KATW LE TOV AVTIXEPE GOC 0TO KEVTIPO TOL doKiov.

3.10 XoprtOpaTe VITEPI0GOA0YINS (KOL KATH TEPITTMGT, PETPA AVTIUETOTLONG KOL AVTIOOTA)

H vrepdocoroyia pmopei va 00NyGEL GE GLUTTMO AT VITOPAOIOETIVEPPLOITUOV (ANBapyikodTnTO,
avope&io, EUETOG, O1apPOLa, KOPILUYYELNKE COUTTOUNTO, KOTApPeLOT). Agv vinpée Bvnoudtra petd
T xpdvio yoprynon 66omng 32 mg/kg e vylelg okvAovg. 2oT0G0, pumopel va avapévetal BvnoiuoTnTa
€4v yopnynBovv vynAGTEPEG OGELG GE GKOAOVG LLE VITEPPAOIOETIVEPPIIICUO.

Agv vtdpyet €101K6 avtidoto yio v tprhootdv. H Bepancio Ba mpémet va diokdmTETON Kot UTOpEl va
€VOEIKVLTAL 1] YOPTYNOT VITOGTNPIKTIKNG AY®YNS, CUUTEPIAAUPOVOLEV®V TOV KOPTIKOGTEPOEWOMV, TNG
S0PpHOTNG TV NAEKTPOAVTIK®Y S10TAPAYDVKAL TG YOPTYNONS VYPADV, OVOAOYX LE T KAVIKE
GUUTTMUOTOL.

e mepumtaoelg o&elag vrepdocoloyiog, Umopei va givar @@PEALUN 1| TPOKANOT EUETOD KO 1|

gnoKOAOLOT yopNyNnon evepyod dvOpaia.

Toyov 10TpoYEVIG PAOIOETIVEPPIOIKY] OVETAPKELD, EIVOL CUVIOMG YPNYOPO OVAGTPEYIUN LETA OO TN

dwokomn g Oepamneiag. Q61660, G £Vl LWKPO TOGOGTO GKOA®MYV, Ol EMOPACEIC EVOEYETAL VA, EIval

mapoTETAUEVES. MeTd amd pia dtakom tng Oepomeiog e Tprhootdvn yio pio fooudda, n Oepomeio Oa,

TPEMEL VO, ELOVEKKIVEITOL LLE PLEW®UEVT docoAoYia.

3.11 Eidwoi wepropiopoi yp1ong Ko E0IKES ovvONKeg pfioNs, CuPTEPLAGUPAVOREVOY
TEPLOPLOLAV GTI| YP1IOT] AVTIHIKPOPLOKAY KU AVTITOPUCLTIKAV KTVIITPIKAOV
POUPLUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS avATTLENG AVTOYNS

Agv 1oyVeL.

3.12  Xpovor avapovig

Agv 1oy0eL.

4. DAPMAKOAOI'IKEX IIAHPO®OPIEX

4.1 Kmowkdég ATCvet:

QHO02CAO01

4.2 ©@oppokodvvopKy

H tpthootdvn avooTtéAdel EMAEKTIKA Kot avaoTpEWLIa To eviLpKd cvotnpa e 3B-vdpodu-

GTEPOELOOVG ICOUEPAOTG, TOPEUTOSILOVTOC KAT’ AUTOV TOV TPOTO TNV TAPAY®YT TG KOPTILOANG, TNG
KOPTIKOGTEPOVIG KL TNG OAO0GTEPOVIG.



Otav ypnoomoteital yio tn Oepomeio Tov VIEPPAOIOETIVEPPLOICUOD, LELDVEL TV TOPAYOY
YAVKOKOPTIKOEIOMY KOl GAOTOKOPTIKOEOMV GTOV PAOLO TOV EMVEPPLOIMV. ZVVETDS, LEUDVOVTAL Ol
KUKAOQOPOVGEG GUYKEVIPDGELG AVTMV TV 6TEPoed®V. H tpthootdvn, avtaymviletol eniong
dpactnprotnto g ACTH. Agv éxel anevbeiag enidpact ovTe GTO KEVIPIKO VEVPIKO 0VTE GTO
Kapdlayyelokd cOGTNUA.

4.3 @OoppoKoKIVITIKN

Ta pappoxokvnTikd otoryeio 6TOVG GKOAOVG, KATESEIEAV OTL LITAPYEL LEYAAN SLOTOUIKT] SLOKVLLAVOT).
e o LEAETN O€ GLTIGUEVOVG OKOAOLE MTtykd, LETA TN YopnyNoN VO GKANPOD Kayakiov Vetoryl
60 mg, n péon Cmax frav 2.820 ng/ml (evpoc 300 £wg 9.340 ng/ml), n péon AUC frav 169 (gvpog 79
£€m0¢ 630 pkpoypoppdpla x Aertd/ml) kon n appovikn péomn numepiodog Lmng Nrav 2,8 dpeg (e0pog
1,2 émg 8,7 dpeg). Metd tn yopnynon evog pocopevov diokiov Vetoryl 60 mg, n uéon Cmax frav
6.360 ng/ml (gvpog 962 £wg 8.300 ng/ml), n uéon AUC ftav 218 pkpoypappdpio X Aemtd/ml (evpog
84 émg 666 pikpoypappdpla x Aewtd/ml) Ko 1 appovikn péon nuuepiodog Long Nrav 2,5 dpeg (bPog
1,1 émg 17,3 dpeg).

I'evikd, n TtprhooTdVn amopaKkpVVETOL YPYOpa amd TO0 TAAGUA LE TIG GUYKEVIPADGELS GTO TAAGLL VO
emtuyydvouv T péytotn tipn petad 0,5 kot 2,5 @pdv Kot va ETGTPEPOLY GO0V ot ootk Ty,
£€1 €mg dmdeka Mpeg LeTd T yopnynon. O kOp1og dpacTikdc petafforitng g TPAoGTAVIG, N
KETOTPIAOGTAVY, akoAOVOEL Eva mapopoto Tpotumo. Emmdéov, dev vnp&av ototyeio 6Tl 1 TPIAOGTAVT
1N ot peTafoAriteg TG GLOCOPEVOVTAV LE TNV TAPOS0 TOL ¥pOvov. Mo pedétn Prodiabecipdtrag and
TO GTOUO GE GKVAOVG, KOTEDELEE OTL 1] TPIAOCTAVY AOPPOPNONKE 0 EKTEVAC, OTaY Yopnynonke pall
HE TPOPTY.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppatoTnTeg

Agv 1oyVeL.

52 Awpkero {ong

Augpxetla {ONG TOL KTNVIOTPIKOV QAPUAKEVLTIKOD TPOIOVTOG COLPMVA LIE TT GUCKELAGIN TOANONG:
3 ém.

5.3 Iowitepeg Tpo@uAaels kKaTd T POAAEN TOV TPOidVTOG

Ta tepdyio. Tov d1okiov Oo TPENEL VoL PLAGAGGOVTOL GTNV APYIKT KOWEAN Kol 6T0 £MTEPIKO KOVTL KoL
0o TpémEL VO ¥pNGIUOTOLOVVTOL GTNV ETOUEVT] XOPTYNOT).

No unv puidcoetar og Beppokpacio peyaivtepn twv 30 °C.

5.4 ®@von Kol cHVOES TNG GTOLYELDOOVS CVOKEVOGIUG

Alovpivio — Kuyéln morvapudiov/aiovpvion/PVC.
Kabe xoyédn mepiéyet 10 diokia. Xaptivo kovti pe 1, 3, 5, 6 1 10 koyélec.

Mmropei va, pnv KuKAOQPOpPOUV OLEG Ol GLOKEVAGIES.

5.5 E1dwkég mpo@uAagels amdppryng vog ui yPGLHOTOIN0EVTOG KTVIOTPLIKOD QUPUIKEVTIKOV
TPOIOVTOG 1] GAA®V VAIKOV TTOV TPOEPYOVTUL AT T1) YP1]C1) TOVL TPOIOGVTOGS, OV VITAPYOVY

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL LECH TMV AVUATOV 1) TOV OIKLUK®V OTOPANTOV.
XPNCILOTOGTE TPOYPAUUATO, ETIGTPOPNC POPUAK®DV Y10 TV OTOPPIYT| U1 XPNOLLOTON0EVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAA®V VAIK®V OV TPOEPYOVTAL OO TN (PO TOVG



GOUQ®VA LLE TIG TOTKEC OTOLTHOELG KOl LLE TUYOV €0VIKA GLGTAUATO GVALOYNC TTOV 1oYDOVV YO TO.
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOL.
6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAXZ

Dechra Regulatory B.V.

7. APIOMOZXZ(OI) AAEIAYX KYKAO®POPIAX

CY: CYO01037V
EL: 89769/30-07-2024

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Huepopnvia Ing éyxpiong: CY:14-04-2025

EL: 30-07-2024.

9. HMEPOMHNIA TEAEYTAIAX ANAOEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY MPOIONTOX

CY:

EL: 30-07-2024

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN

Noa yopryeital LOvVov e KTNVIOTPIKE GLVTAYY].

Aentopepeic TANPoEopieg Y10 TO €V AOY® KTNVIATPIKO QOPUOKEVTIKO Tpoidv givon Sabéoieg otn Bdon
ocdouévarv tne EE yia ta ktnviatpikd wpoidvea (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary
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EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX



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

KOYTI

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Vetoryl 120 mg pacmpevo, dSickio

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kabe diokio mepiéyet 120 mg trilostane

3. YYXKEYAXIA

10 dokio
30 dokio
50 dwokia
60 dokio
100 é1okia

| 4. EIAOX(H) ZQOY(QN)

DA INS

tal

| 5. ENAEIEEIZ

‘ 6. OAOI XOPHI'HXHX

Amo6 tov 6TOHTOG XPNON.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uw/eeee}

‘ 9. EIAIKEX XYNOHKEX ATATHPHXHX

Ta tepdyio Tov d1okiov Ba TPEneL Vo, PLAGAGGOVTOL GTNV APYIKT KOWEAN Kol 6T0 eEMTEPIKO KOVTL Kol
0o Tpémel va ¥pNoIUOTOLODVTOL GTIV ETOUEVT] XOPTYNOT).
Noa unv eurhdoceta og Beppoxpacio peyarvtepn tov 30 °C.
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‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX IIPIN AIIO TH XPHXH»

Awpaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPNOT.

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

ATOKAEIOTIKA Y10, KTNVIOTPIKNY YPNoM.

12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITAIAIA»

Na puidooetal o€ 0éom, TV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

13. ONOMA TOY KATOXOY THX AAETAYX KYKAO®OPIAX

Dechra Regulatory B.V.

14. APIOMOI AAEIAYX KYKAO®OPIAX

CY: CY01037V
EL: 89769/30-07-2024

15. APIOMOZX ITAPTIAAX

Lot {ap1Buog}
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

KYYEAH (BLISTER)

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

Vetoryl

‘al

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

120 mg/d1okio

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buog}

| 4. HMEPOMHNIA AHEHE

Exp. {uweeee}

[Dechra Regulatory B.V. logo]
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B. ®YAAO OAHI'TQN XPHXHX

14



OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG

Vetoryl 120 mg pacodpeva diokio yio GKOAOLS

2. Xovleon

Kabe diokio mepiéyet: trilostane 120 mg

Avoryto kapé pe KopE KNAISESG, GTPOYYLAD Kol KUPTO, YEVGTIKO HOCMLEVO O1okio 15 mm pe
GTOVPOEON Ypouun Opadong ot pia TAevpa.

3. Eion {oov

2K0AOG.

4. OepamevTiKég evoeitelg

INo ™ Bepomeio TOL VTOPLGIAKOD KoL TOL EXVEPPLIIKOD TOTOL VIEPPAOIOETIVEPPLOIGLOV (VOGOG Kol
ouvdpopo Cushing).

5. Avtevoeilelg

Na un ypnoiponoteital o€ (O TOL TAGKOLY AT TPOTOYEVH NTOTIKY VOGO 1)/KOL VEPPIKT| OVETAPKELD.
Na un ypnoiponoteital o€ mepintmon vaepeLUIcHNGiag 6TO dPASTIKO GVOTOTIKO 1| GE KATO10 amd Tl
£KO0Y0L.

Na pn ypnotponoteital g okvAovg Tov {uyilovv Ayodtepo amd 5 kg.

6. Ewwég mpogrdomomoeig

EWwég mposdonomoelc:
H axping 61dyvmon tov vrep@Aotoemive@pidtcol eivarl amapaitnen.

Omov dev vapyet epeavng avtamdkpion ot Oepoameia, 0o Tpémel va enavektipdton 1 didyvomon. Ot
aLENOELS TNG 0O0NC, UTOpEl vaL €lval omopaiTnTEG.

Or kmviatpot Bo mpémet va AapPdvovy vToyn 6Tt 01 GKOAOL LLE VTEPPAOLOETLVEPPLOIGHO SLATPEYOVV
avénuévo kivouvo Taykpeatitidac. O kivovvog avtdg, umopet vo un petmbel petd ) Oepomeio. pe
TPLAOGTAVT).

[S1aitepec TPOELAGEELS Yo TV 00QOAT ¥priom oTa £idn (dwv:

Agdopévon OTL TNV TAELOVOTNTO TOV TEPITTOCEMY 0 VIEPPAOIOETIVEPPLIIOUOG S0y IYVADCKETOL GE
oKkOAoVg Nhkiog 10—-15 etdv, cuvuTapyoLV GuyVa Kot dAleg TaBoroyiég Kataotdoelc. Etvat
1010{TEPA CNUAVTIKOG 0 EAEYYOC T®V GKOAMVYLN TPMTOYEVT NTATIKY VOGO Kol VEQPIKN AVETAPKELD,
KOODC 0VTO TO KTNVIOTPIKO QOPLOKEVTIKO TPOIOV AVTEVOEIKVUTUL OTIC TOPUTOVE® TEPITTOCELS.
Koazd ™ didpreta g Oepaneiog, Oo mpémnel va mpaypatonoieital otevh mapoakorovnon. [pénel va
dtvetan 1d1aitepn mpocoyn oo NraTikd EvEuua, TOVg NAEKTPOADTES, TNV OVPIC KOL TNV KPEOTVIVT).
H tavtoypovn mapovcio cakyapmon dapntn Kot VIEPPAOIOETIVEPPIIICUOD, OTALTEL E10TKN
nmapoakorovOnon. Eav évac okdrog Exel AdaPet mponyovuévmg Oepomeio pe PITOTavVT, 1) EXLVEPPIOIKT
Aertovpyia Oa £xet pewdel. H epmerpia otnv kv mpdén, vrodewvietl 01t Ba mpémnet va mapérbet
YPOVIKO SLAGTN U, TOVANYIOTOV €VOG VoL UETAED TG SLOKOTNG TNG WTOTAVNC Kot TG EVapéng
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Oepameiog e TPILOCTAVN. ZUVICTATAL 1] OTEVT] TOPAKOAOVONGN TNG AEITOLPYIOG TOV ETVEPPLOI®V,
KaBmg o1 oKOLAOL popel va, eivat o evaicOntot oTIc EmdpAcElg TS TPIAOGTAVIG.

To KTNVIATPIKO PAPUAKEVTIKO TTPOTOV Bl TPETEL VO Y PN CIUOTOIEITAL L 1O10iTEPT) TPOGOYN O€ GKOAOLG
pe mpobmdpyovoa ovorpio, KaOMG UTOPEl Vo ELPAVICTEL TEPAITEP® PEIDOT) TOV QUOTOKPITN KO TNG
apoceapivng. Ot okvAoL TPEmeL va TapaKolovBohvtal G€ TAKTE YPOVIKE OLUGTILOTA Y10 TPMTOYEVN
Nnatikn v6Go, veppiki voco kat cakyapddn dwfnm. Ta diokia mepiéyovv yeuoTikobg mapdyovTes.
Mo v aropuyn Tuyoiog KATATooTS, PUAAGGETE Ta, d1okia og BEom ov dev Tpoceyyilovv Ta {Ma.

[dwitepec mpourdelc mov wpénet va AauPdvovial amd To GToLo ToL yopnyel TO KTNVINTPIKO
QOPUOKEVTIKO TTPOidV o8 Lma:

H tpthootdvn pumopel vo HeIdGEL T oOvOEST TNG TEGTOGTEPOVNC KOt EXEL AVTI-TPOYECTEPOVIKEG
WotnTeS. O1 yuvaikeg Tov eival £yKveg 1] oKOTELOLV va pelvovy £yKveg Ba TPENEL VoL ATOPEVYOLV VOl
yepilovtal ovTd TO KTNVINTPIKO POPUUKEVTIKO TPOTIOV.

[MAvvete ta yépro PeTd TN PNoT. ATopa Le YVOOoTH vrepevaictncio 6TV TPIAocTdvn 1| 6€ KATO10
oo T £K00Y0, O TPEMEL VO OMOPEVYOLV TNV EMAPT LLE AVTO TO KTNVIATPIKO PAPUAKEVLTIKO TPOIOV.
I'a va tpoineBel n tpdsPaon TV madidv ota diokio, Ot XPNCLLOTOMUEVES GLOKEVAGIES KUWEANG Bal
TPETEL VO, QLAGGGOVTOL GTO OpyIkd KouTi, o€ BEom v omoia dev PAETOLY Ko dgv mpoaceyyilovy Ta
TS,

Xe mepintwon kotd Adbog katdnoong, avalntmote apécmg otpikn fondeia kot emdeilte 6ToV 10TPO
TO ECAOKAEIGTO PVALO OONYIDV XPNCEMG 1 TNV ETIKETA TOV PAPUOKELTIKOD TpoiovTog. H tuyaia
KOTAUTOOT UTOPEl VoL TPOKUAESEL AVETIOOUNTEC EVEPYEIEG CUUTEPIAUUPOVOUEVOV TOV EUETOV KOL TNG
dugppotag.

Eykupoovvn kon yorovyio:
Na pn yopnyeitol 6e6KOAOVS KATA TNV €YKVUOGUVT 1] TOV OnAacpo.

Tovipétra:
Na un yopnyeiton o€ {da avamapoymyng.

AMnAemidpaon pe GAAD QOPUOKEVTIKG TPOTOVTO KOl GAAES LOPQESG OAANAETIOPAOTC:

H mbavotmta oAANAETIOpAcEDY e GALO QUPLOKEVTIKA TPOTOVTO dgV €xel LeAeTnOel €101KAL.
A&gdopévov 0Tt 0 VTEPPAOOETIVEPPIOIoUOG epovileTar cuvnbmg o NAKIOUEVOLG GKOAOVG, TOALOL O
Ao pBavouy TaVTOYPOVT] POPUOKEVTIKY ay®YN. € KAVIKEC peEAéTEG dev mapotnpnOnkay
OAANAETIOPACELS.

[pénet vo Aapfdvetal vToyT o Kivouvog ELPAVIOTG VITEPKOUALOUING EAV 1] TPTAOGTAVN
YPT|CULOTOLEITOL GE GUVOVAGUO LLE KOALO-GUVINPNTIKG SLOVPNTIKG 1 OVOGTOAEIS TOV LETUTPETTIKOD
gvlopov g ayyeloteveivng (ACE). H tavtdypovn ypfiion avtdv Tov opuakov, 0o tpénet va
VIOKELTOL GE OVOALGT TNG GYEONG 0PELOVG-KIVOUVOL ATt TOV KTNVINTPO, TN Exouv avapepbel
Bavatol (cupmepthapPavopévou Tov aevidlov BavaTov) oe oKOAOLS KaTd TNV TaVTOYpOVvT Bepaneia
ue tprhootavn kot evog avaotoréa ACE

Yrepdocoroyia:

H vrepdocoroyia pumopel vo 001 yNoEL € GUUTTOUATA VITOPAOIOETIVEPPIOGHOV (ANBapyikoTnTa,
avope&io, EUETOG, O1apPOLa, KOPILOYYELNKE COUTTOMNTO, KOTAppeLOT). Agv vinpée Ovnoudtra petd
T xpdvio yoprynom 66ong 32 mg/kg o vyleic okvAovg. QoT1000, Umopel va avapévetal BvnoiuotnTa
€4v yopnynBovv vynAdTEPEG 0OGEIG GE GKOAOVG LLE VTEPPAOIOETIVEPPIOIGUO.

Agv vapyet 1010 avtiooto yia tnv tpthootav. H Ogponeio Oa mpémet vo, dakdmTeTOL Kol UTOPEL vaL
EVOEIKVLTAL 1] YOPTYNOT VITOGTNPIKTIKNG AYMYNG, CUUTEPIAUUPBOVOUEV®Y TOV KOPTIKOGTEPOEIOMV, TNG
S10pHoNG TV NAEKTPOAVTIK®V SLOTOPUYDVKOL TG XOPTYNONG VYPAV, AVAAOYX [E TO KAVIKE
GUUTTOLOTOL.

e mepumtaoelg o&elag vrepdocoroyiag, Umopel va elvarl ®EEALUN 1) TPOKANOT] ELETOV KOl M
enokOAovO” yopnynon evepyod dvOpaia.

Toyov 10TPOYEVIC PAOIOETIVEPPISIKT] OVETTAPKELD, EIVOL GLVNOMG YPTYOPQ AVAGTPEYIUN LETH aTd TN
dwokonn g Oepamneiag. Qotd60, 6 £V LKPO TOGOGTO GKOA®YV, Ol EMOPACEIC EVOEYETUL VA, EIvaL
mapoTeTapUEVES. Metd and pia drakon tng Oepaneiag pe tpthootdvn yuo pia efdoudda, n Bepameio Oa
TPENEL VO, ELOVEKKIVEITOL [LE PUELOUEVT] O0GOAOYIO.

16



7. AvemOopunta coppavra

2K0AOG:
Oy cuyva AnOapywomra*P, avope&ia®P, fuetoc™?, Siappora’P
(1 ¢ 10 Loa / 1.000 v7o Oepameio
{oa):
Xrdvio Yo@Lo0emve@pidiopdc?, vepctehoppota’, HeTempiopdc,
(1 éog 10 Lda / 10.000 o ata&iod, pikdg Tpopoc®, deppotikég Statapaysc’, veppiky
Oepaneio Loa): avemdpkea’, apdpitda’, advvapio®?
TToA0 omdvia Nékpmon Tov emve@pdiov®, aipvidiog Bdvatog
(<1 Lo / 10.000 vro6 Bepamneio (o,
GUUTEPTAAUPOVOUEV®V TOV
UELOVAOUEVOV OVOPOPDV):

YyetileTon Le 10TPOYEVT] VITOPAOIOETIVEPPIIIGULO, O1AiTEPA EAV 1) TAPOKOAOVONGN deV glvarn

enopkng (PA. mapdypaeo “Aocoroyia yio Kabe gidog, Tpdmog kot 0d0i yopynons”). Levikd givan

AVOOTPEYLIOG EVTOG UG XPOVIKNG TEPLODOV TOL TTOIKIAEL, LETA TN Slakomn Tng Oepameiog.

P "Eyer mopatnpndei o okdlovg mov Ehapoy Oepaneio pe Tpilootdvn amovcia evdeifewv
VTOPAOLOETIVEPPIOIGLLOV.

T ToumeprropPavouévng g ofeiog addiomvikng kpiong (katdppevon) (BA. mapdypago “Edikég

TPOELSOTONGELS”).

‘Hma.

¢ Exdnidveror Aoym tng Oepamneia pe To Tpoidv AOYm NG LElMONG TOV EMTEI®V TOV EVOOYEVDV
KOPTIKOGTEPOELOMDV.

°t Evdéyetar vo 00N yNoEL G€ VTOPAOIOETIVEPPIIGLLO.

To GUVOpPOUO GTEPNONG TV KOPTIKOGTEPOELOGMV 1) VItokopTiLoiatpio O Tpémel va dtakpivetal and Tov
VITOPAOLOETIVEPPLOIGHO LECH TNG HETPTONG TOV NAEKTPOAVTAOV TOV OPOV TOV CAATOG .

H avagpopd avem@ountov coppdvtov sivar onuovtikn. Emitpénetl  cvveyn mapakorovdnemn tng
aoPAAELng eVOG TTPoidvTog. Edv mopatnproete omoladnmote avemBountn evEPYeLn, akOLO KoL oV OgV
OVOPEPETOL OTO ECOKAEIGTO PUALO 0dNYLDOV XpN oG 1] AUPIBAALETE Y10 TNV ATOTELEGUATIKOTITO TOV
oapudrov, mapokaAeichs vo emKovmvioETE, KATOPYAS, LE TOV KTnviatpd cag. Mmopeite emiong va
AVOPEPETE OTOLAONTOTE AVETLOVUNTO GVUPAVTO GTOV KATOYO TNE ASELNG KUKAOQOPIOG 1) GTOV TOTIKO
AVTITPOGMTO TOV KOTOXOV TNG AOELNG KUKAOPOPIOG ¥PTCILOTOIMVTOS TO, GTOLYEIN EMKOIVMVING GTO
TEAOG VTOD TOV PVALOL 0OMYLDV YPNONGE, N LECH TOL €0VIKOD GOG GLGTIUATOS AVUPOPAS:

CY:

Kompog

Ktmviatpikéc Yanpeoieg

1417, Aevkwoia, Kdnpog

Web: http://www.moa.gov.cy/moa/vs/vs.nsf

email: pharmacovigilance@vs.moa.gov.cy

EL: E6vikog Opyaviopog Gappikmv

TnA: +30 2132040213

E-mail: vet@eof.gr.

8. Aocoloyia Yo kKG0g €id0g, TPOTOS KAl 0001 Yopnynong

Ta amd tov oTdpaTOg YPNON.

H d60m évapéng yia ) Oepaneia, sivor mepimov 2 mg/kg.

Na yopnyeital pia popd nuepnoing, pall pe tpoen.

IMa ) dtuoediion g opbng docoroyiag, To copatTikd Bapog Oa mpénet va Tpocdiopiletot pe 660 T0

duvatod peyarvtepn okpipeto.
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Na npocdiopiletar n 66om avdroya pe TV EEATOUIKEVUEVT] AVTATOKPLOT, COLPOVA LE TNV
mapakorovnon (PA. mtapaxdtw). Eqv amaitnOel adénon g 06ong, YPNOLOTOGTE TNV KATUAANAN
TEPIEKTIKOTNTO KO TO KATAAANAO HEPOCTOV S10KI0V, Yo Vo vENGETE PPadémg TV NUEPTOLL
yopnyovuevn d6om. Toevpd PACHA TEPIEKTIKOTNTAG TV SLOPOVUEVOV dIoKI®MV, KaO1GTA dLuVOT TN
Béitiomn docoloyia yia kébe orxdAo, eatoukevpéva. Na yopnyeitat 1 KatdTOTn 066N TOL £lvar
amopaiTnT Yo ToV EAEYY0 TMV KAWVIKOV GUUTTOUATOV.

Téhog, edv Ta GUUTTOUOTA OV EAEYYOVTOL ETAPKAOG Y10 £V TANPES YPOVIKO dtdotnpa 24 wpidv
petalhd Tov d0cemv, vo, e£eTdleTon To EVOEYOUEVO 0OENOTG TG GLVOAIKNG TLEPNGLOG dOONG £MG Ko
50%, doup@®VTOG TV IGOUEPDOS UETAED TPOIVAG Kot Ppadivig 666mg.

"Evag pikpog apiBuodg (dov umopei vo, amartel d0oe1g mov vaepPaivovv onpavticd ta 10 mg ova kg
COUOTIKOD BAPOLG aVA NUEPQ. LE OVTEG TIG TEPMTMOGCELS, Oa TpEmel va epaproletal KaTdAANAN
npdcbetn mopakolovOnon.

Mia, Tpocappoyn g d0omg, Uropel va eivat amapoitnm edv aviikatactadel to Vetoryl oxinpd

Koy dkio Tov Aapfavel o okOAog e To Vetoryl pacmpeva d1okio, Kot OvIIoTPOP®S, ENEWDN OV UTOPET
va Stuc@oiotel avotnpd 1 evoAralipnotnTa petald Tov dVo TPoidvImv, Kabdg peptkoi oKOAOL
AVTOTOKPIVOVTAL SLOPOPETIKG, GTNV ALY TNG POPUAKOTEYVIKNG LOPPTC.

HapaxorovOnon:

®oa mpénet vo Aaufavovrtal deiypato yio Proynuikég e&etdoelg (GuUmeEPMaUPavOUEVOY TV
NAEKTPOAVT®V) Ko Yo T dokipacio d1€yepong pe enveppidtoprototpdmo opuovn (ACTH) mpv amod
mv évapén g Bepaneiog Votepa and TNV apykn didyvoon kat, katomy, otig 10 nuépec, otig 4
ePdopddes, otig 12 efdopdades Kat otn cvvE el Kabe 3 uiveg, Yo tnv mapoKoAovinon avd taktd
dloTuaTo, eTiong HeTd amd kdbe Tpooapoyn d6GNC, N €AV Yivel evadiayn amd GKANPE KoyaKio
Vetoryl e pacoueva diokio Vetoryl 1| avtiotpoea. EmidAiietatl va mpoyuatomoodvtal ot
doxpacieg oéyepong pe ACTH, 4-6 dpeg petd t yopnynon g d001g, TPOKEEVOL Vo givol duvoT)
N epunveio tov arotelecudtov pe axpifeia. H yopriynon g 66ong to mpwi eivor mpotiudtepn
KkaOd¢ Oa enttpédyel oToV KTNVIATPO GO VO TPOYUOTOTOGEL TIC SOKIUEG TTOpakoAoVONoTG, 4-6 dpeg
HETA TN yopNyNomn G 600ms. Xe kaféva amd To TAPUTAVED ¥POViKA onpeia, Oa tpénetl emiong va
TPAYUOTOTOLEITAL TAKTIKY 0E0AGYN O™ TNG KAVIKNG EEMENG TNG VOGOU.

2y mepintmon g un déyepong katd ) devépyetopnas dokpaciog déyepong pe ACTH katd
dugpkela g mopakolovOnong, n Oepaneia Oo Tpémel vo SoKOTTETOL Yot 7 MUEPES KOL GTI GUVEYELN VO
yiveton emavévopén pe younAdtepn 66om. Eravorapete m doxacio diéyepong ue ACTH petd and
emumiéov 14 nuépec. Edv to amotéleopa e€axorovbel va givar un dieyeptikd, daxoyte T Oepameia,
£0G OTOV EMAVEUPOVIGTOVV TO KAIVIKA GUUTTMUOTO TOV VIEPPAOLOEMIVEPPLOIGLOY. Emavaidfete
dokacio deyepong ue ACTH, évav univa petd v eravévapén g Oepomeiog.

9. Odnyieg Yo T c@oTi] Yoprynon
Ta diokio pmwopovv va dwapebodv og 2 1 4 ioa puépn, yio va eEacealotel 1 akpipng docoloyia.

TomoBetnoTE T0O d10KI0 TAV® GE 1oL EXITEDT EMPAVELD, LLE TN YOPAYLEVT] TAELPE GTPOUUEVT] TTPOG TO.
AV Kol TNV KLPTH (GTPOYYVAEUEVT)) TAEVPA CTPOUUEVT] TPOG TNV EMLPAVELX.
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2 ioa pépM: MEGTE TPOG TOL KATM LLE TOLG OVTIYELPESG GG KO OTIS V0 TAEVPES TOV d1oKiov.
4 {ca Pépn: TESTE TPOG T KATW LE TOV AVTIXEPE GOC 0TO KEVTIPO TOL doKiov.

10. Xpévor avapoviig

Agv 1oy0et.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na pvrdooetal og Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovy ta mondid.

Ta tepdyio tov diokiov Bo TPENEL VO PLAAGGOVTOL GTNV APYLKT KLWEAT KOl OTO £EMTEPIKO KOVTL Ko
TPENEL VO, YPTGLLOTOIOVVTOL GTHV €XOUEVT] YopnyNon. Na un ypnoiponoteitat avtd 1o KTviaTpikd
QOPUOKEVTIKO TPOTOV UETE TNV Nuepoumvia ARENG oV avaypdeetal 6Ty KuwéAN petd to Exp. H

nuepopnvio ANEemG CLUTITTEL PE TNV TEAELTAIN NUEPD TOV GVYKEKPIUEVOL UAVAL.

Noa unv euidocetor og Oeppoxpacio peyorvtepn tov 30 °C.

12. Ewwkég mpogurders andppryng

Ta edppaxo dev TPENEL VoL OTOPPITTOVTOL HECH TV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.
XPNGILOTOGTE TPOYPALLATO EXIGTPOPNS POPUAK®V Y10 TV OTOPPIYT| U1 XPNOLOTO0EVTDV
KINVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL amd TN YPNOT TOVG
GUUPMOVO, LLE TIC TOTIKEG ATOITNOELS KO pe TUYOV 1oybovTa ebvikd cvotiuate cviloyng. To uétpa
QVTA UTOCKOTOVY GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

Svpupovievbeite Tov kNvViaTpd 60OG 1 TOV POPUOKOTOLO GOG YO TOV TPOTO ATOPPIYNG TOV
YPNOLOTONOEVTOV QOPUAK®V.

13. Ta&vopunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTOVTMV

Na yopryeital Lovov e KTNVIOTPIKT GLVTAYY.

14. ApwOpoi doc1og KVKLOQOPIOG KOl GVGKEVHGIEG

CY: CYO01037V
EL: 89769/30-07-2024

Xdaptwvo xovuti pe 1, 3, 5, 6 1 10 kxoyérec. Kdbe xoyéin mepiéyet 10 dokia.
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Mmopei va, unv KoKAoQopovV OAEC Ol GLCKEVUGIEG.

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

CY:14-4-2025

EL: 30-07-2024

Agntopepeic TANPoeopieg Yo 10 v AOY® KTNVIATPIKO QOPLOKEVTIKO TTPoidy givol dtabéaieg ot
Baon dedouévav g EE yia ta ktnviatpucd mpoidvra (https://medicines.health.europa.eu/veterinary).

16. ZXtoyycio emkolvoviag

Kéroyoc tne ddstog kukAopopiac:
Dechra Regulatory B.V.
Handelsweg 25

5531 AE Bladel

OMovdio

[Aoyotumo etonpeiog]

[Mopaockevaotnc LIEVOVVOC Yo TNV ATEAELOEPMOT TOV TUPTIOMV:
LelyPharma B.V.

Zuiveringweg 42

8243 PZ Lelystad

OALavoio

Tomikoi avTITPOGMTOL KOl GTOLYEID, EMIKOVMVIOS Y10 TNV OVOPOPA TOAVOAOYOVUEV®VY OVETIOD UNTOV
EVEPYELDV:

CY: Panchris Feeds (Veterinary) LTD

I'6pdiov Agopov 15, Biounyavikn [eproyn Apadinnov, Adpvoka, T.K. 7100, Kdmpog

TnA: +357 24813333

EL: ALTAVET E.E.
EX. Beviléhov 48
16344 H\obmoAn
TnA. 2109752347

INo omoladnmote TANPOPOPio. GYETIKA LLE TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOiOV, TapaKoieiche
va omevfuvOeite GTOV TOTTIKO AVTITPOGOTO TOV KATOYOL TNG AOELNG KUKAOPOPING.
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