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ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIETIKOQN TOY IPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Vetoryl 30 mg pacopeva dtokia yio GKOAOVG

2. MHNOIOTIKH KAI MIOXOTIKH XYNGEXH
Ka0e diokio mepiéyet:
ApPUGTIKO GVOTUTIKO:

Tpthootdvn 30 mg

"Exdoya:

IMoroTiki] 6UvOEo EKOOYOV KUl GALOY
GUGTATIKAV

Maize starch

Lactose, monohydrate

Cellulose, microcrystalline

Sodium starch glycolate (type A)

Silica, colloidal hydrated

Magnesium stearate

Yeast (dried)

Chicken flavour

Avoryto kapé pe Kopé KNAISES, GTPOYYLAD Kot KUPTO, APMUOTIGUEVO HOCOUEVO d10Kio 8 mm
Le oTaVpoEdN Ypauur Opadong ot pia TAgvpd.

Ta diokio pmwopovv va dwpebodv oe 2 1 4 ioa puép.

3. KAINIKEX ITIAHPO®OPIEX

3.1 Eion {oov

2KOAOC.

3.2 OgpamevTikég gvoeitels yia kG0e gidog {dov

I'a ™ Bepomeion TOV VTOPVGAKOV KOL TOL ETVEPPIIIKOV THTOV VIEPPAOLOETIVEPPIIIGLOV
(véoog kot ovvdpopo Cushing).

3.3 Avrevoeigeg

Na pn gpnoiponoteital o {do OV TAGYOLV OO TPMOTOYEVT] NIATIKY VOGO 1)/KOL VEQPIKN
OVETAPKELQ.

Noa pn gpnoyLonoleitol 6€ mePinT®On VIEPEVAIGHNGING GTO dPACTIKO GVGTOTIKO 1) GE KATO10
omd T £Kdoya.

Na un ypnowonoteitarl 6 ckvAovg mov {uyilovv Myotepo amd 3 kg.

3.4 Ewwkéc mpogrdomon)oelg



H akpipnc d1dyvmon Tov vepPAOI0eTIVEQPISIGLOD Eival amapaitnTy.

Omov dev vapyel capng avtamokpion ot Bepaneia, Oa Tpénel va exava&loloyeitot 1
dudyvoon. Ot avénoelg g 600mG, UTopel va lval amopoitnTeC.

Ot kmviotpot Oa Tpémel va AapuBavouy vadyn OTL 01 GKOAOL LE VITEPPAOIOETIVEPPIOITUO
draTpéyovv avénpévo kivouvo maykpeatitidoc. O kivovvog owtog, pumopel va, un petmbel petd
1 Bepaneia pe TPIAOCTAVY.

3.5 Idwitepeg TPoQUAGEELS KATA TN PO

[dwiitepec TPpoPLAGEELC Y10 TV ac@aA ¥pron ota gidn Lomv:

Agdopévoy OTL TNV TAELOVOTNTO TOV TEPITTAOCEMY O VIEPPAOIOETIVEPPISIGUOG
daylyvookeTol 6e 6KOAOVS NAkiag 10—15 et@v, cuvumdpyoLY cLYVA Kot GALEG TaBOLOYUKEG
katootdoels. Etvat idlaitepo onuavTikog o EAeYY0G TV CKOAMVYLN TPOTOYEVH NTOTIKN VOGO
KOL VEQPIKT OVETAPKEL, KAODS 0VTO TO KTNVIOTPIKO PAPUOKEVTIKO TPOIOV OVTEVOEIKVYTAL
OTIG TTOPUTAV® TEPUTTDOGELC.

Kotd m dibpketa g Bepaneiog, Bo Tpémel va Tpaylatonoleitol otevimapokolovnomn.
[Ipémer va diveton Waitepn Tpocoyn ota Nratikd vivpa, Toug NAEKTPOADTES, TNV ovpia Kot
™V KpeaTwvivn.

H tovtoypovn mapovcia caiyapmor StopTn Kot VTEPPALOIOETIVEPPLIIGLOV, ATOLTEL 101K
napakorovOnon. Edv évag oxviog Exel AMaPel Tporyovpévmg Bepameio pe putotdvn, 1
emvePpokn Aettovpyio Ba Exel pewwbei. H eumeipio oy khvikn pdaén, vrodeikvoet 6Tt Oa
TPENEL VO, TOPELDEL YPOVIKO S1ACGTILO TOVAGYLGTOV EVOG Uiva HeTa&h TNG SLOKOTNG TG
ptotévng ko tng évapéng Bepameiog e TPIAOGTAVN. ZUVIGTATAL 1] OTEVI] TAPOKOAOVONON
NG AELToVpYiog TV entveppidimv, Kabmg o1 GKOAOL pumopel va eivar mo evaictntot 6Tig
EMOPACEIC TNG TPIAOGTAVIG.

To kNVITPIKO POPUAKEVTIKO TPOTOV Bl TPEMEL VO YPTCLUOTOIEITOL e 1O10TEPT) TPOGOYY| GE
oKOAOVG e TpoUTTapyoLGa ovaLpic, KOOMS LTOPEL VO ELPAVICTEL TEPALTEP® LEIMOT) TOV
apotokpitn Kot g apoc@atpivng. Ot okbAoL Tpémel Vo TopakoAovBodvTal 6e TaKTH
YPOVIKA SLOGTNHLOTO Y10 TPMTOYEVT NTOATIKTN VOGO, VEPPIKT VOGO Kot cokyapmdn dapnn. Ta
dtokia TEPLEYOVV YEVOTIKOVE TapAyovTes. [ TNV amoeuyn Tuyoiog Kotdmoons, PUAAGGETE
Ta d1okia o€ BEon mov dev mpoaceyyilovy Ta (ma.

Idwiitepec TpouAGEEIC oL Tpémet va Aaufdvovtol amd To ToUo Tov yopnyel To KTnviatpkd
QoppokevTIKd TPoidv oe {a:

H tpthoctdévn propet va peidoel tn ovvBeon g te6TooTEPOVIG Kot EXEL AVTL-
TPOYESTEPOVIKEG 1010TNTES. O1 yuvaikeg Tov givatl £YKveg 1] GKOTELOVY Va. LEiVOLV £YKVEG Bl
TPEMEL VAL ATOPEVLYOLV VOl YEPILOVTOL OLTO TO KTNVIOTPIKO PUPLOKEVTIKO TPOTOV.

[M\ovete ta gépra petd ™ ypnomn. Atopa Le Yoot vrepevalcincio oty Tptloctdvn i o€
KGO0 amd T EKd0YA, B0 TPEMEL VAL ATOPEVYOLV TNV EMAPN UE OAVTO TO KTNVINTPLIKO
QOPUAKEVTIKO TPOTOV.

Mo va Tpoinebei n TpdcsPacn TV Tadidv 6T S16Kia, 01 YPTCILOTOUEVEG CUCKEVUGIES
KOWEANG B TpémeL VoL pLAAGGOVTAL GTO apYKO KouTi, og BEom TNV omoia dev PAEmOVY Kot dev
npoceyyilovv ta Totdid.

Y mepintoon katd Adbog katdmoong, avalnmote apécms wtpikn Pondeta kot emdei&te
OTOV 10TPO TO ECAOKAEIGTO PUALO OONYIDV YPNCEMG 1) TNV ETIKETA TOV PAPHUUKEVTIKOD
npoiovtoc. H tuyaia kotdmoon pmwopei vo tpokodiésel avemBOUNTeS EVEPYEIEG
CLUTEPILOUPAVOUEVDV TOV EUETOV KOL TG SEPPOLUC.

ISwaitepec mpo@uAGEELC Yo THY TPOooTOGio TOL TEPBGAlOVTOC:
Agv 1oy0eL.




3.6 AvemOdunta cvppavra

YxvAog:

Oyt cuyva AnBopyikomto®P, avopetia, éuetoc*?, Sigppora®?
(1 éwg 10 Lo / 1.000 vrod
Oepancio (ha):

Xravia Ymopholoemvepptatopoc!, vepoieldppoto’,

(1 éwg 10 Lo/ 10.000 vtd petepiopdc®, atalia®, pikdg Tpopoc®, Sepuatikeic

Oepancio (ha): dratapoyéc’, veppikh avemapketa’, opopitido’,
advvapioa™?

IToAd omavia Néxpwon Tov entve@pdimv®, aipvidtog Bavatog

(<1 Lo / 10.000 vzrd Bepomeio
{oa, coumepAapPoVOUEVOV TV
LELOVOUEVOV AVAPOPDV):

Yyetiletan pe 1TpoyEV VTOPAOIOETIVEPPIOIGUO, 1310iTEPA EGV 1 TTOPAKOAOVON O™ dEV

elvan emopxng (PA. mapdypago 3.9). ['evikd eival avacTpEYIHOG EVIOS UING XPOVIKNG

TEPLOS0OL TOV TOIKIAEL, HETA TN drakomn NG Bepameiag.

P "Eyet mapatnpnBei oe oxdrovg mov Ehafav Bepameia pe TPIMOGTAVY G€ omovcio evoei&emy
VITOPAOLOETIVEPPIOIGUOD.

T Zoumeprhopfoavouévng g o&elog addiomvikng Kpiong (katdppevon) (PA. mapdypapo

3.10).

‘Hma.

Exdnidveral Aoym tng Oepameiag pe 10 mpoidv, AOYm TG LEIMONG TOV EXTES®V TOV

EVOOYEVAV KOPTIKOGTEPOEIOMV.

°T Evoéyetal va 0dNyNOEL GE VITOPAOLOETIVEPPLOIGULO.

To 6VVdpopo oTEPNONG TV KOPTIKOGTEPOEDMDV 1] VIToKopTILoAdIpia Ba Tpémel va drokpiveTan

OO TOV VIOPAOLOETIVEPPLOIGILO PECH TNG LETPNONG TV NAEKTPOAVTMV TOL 0OPOL TOV

aipoTog.

H avagopd avemBountov couBdviov sivor onuavtiky. Extpénet mn cvveyn mopakorovonon
NG ACPAAELOG EVOG KTNVIATPIKOD QOPUOKEVTIKOV TPoiovtog. Ot avapopés Ba mpémnetl va
ATOGTEALOVTOL, KOTO TPOTIUNGOT LEG® KTNVIATPOL, EITE GTOV KATOYO TNG AOEW0G KUKAOPOPIOG
1 GTOV TOTIKO AVTITPOCMTO TOV €ite oTNV €0VIKT apuOSIL Py LECH TOL EOVIKOD
GLGTHLOTOC AVAPOPEG. AvatpéETe GTO EUAAO 0ONYIDV ¥PNONG Y10 T OVTIGTOLYO, GTOLYEI
EMKOVOVIOG.

3.7 Xpnon katd v kO1N01, TN Yorovyia 1] TNV @OTOKiN

Kinon kot yadovyia:
No un yopnyeitar 6EoKOAOVE KATA TV €YKVUOGVYN 1) TOV Onhacuo.

Tovdtraos:
Noa punv yopnyeitan o€ oo avamapoy®yng.

3.8 AMAiemidopacn pE GALO QUPUOKEVTIKA TPOTOVTA KOl GALES POPQOES
aAnAieniopaocng

H mBavomta oAMNAETIOpACEDVY e GALD QUPIOKEVTIKA TPOTOVTH eV Exel LeeTnOEl e101KdL.
Agdopévov 0TL 0 VITEPPAOIOETIVEQPIIITUOG eppavileTar GuvNBmG 6e NMAMKIOUEVOLG GKDAOVG,
moAlol Ba AapBdvouy TauTOYpPOoVN POPUOKEVTIKY OY@YT. & KAWVIKEG peAETES, OgV
TapatnpNONKay aAANAETIOPACELS.



[Ipémer va AapBdvetal vroyn o Kivouvog ELPAVIONC VTEPKAALULING €AV 1 TPIAOGTAVN
YPNOWOTOLEITOL GE GUVIVUGUO LE KOALO-GUVTNPNTIKG S100PNTIKA 1| AVOGTOAEIC TOV
petatpenTikov evivpov g ayyeloteveivng (ACE). H tavtdypovn ypfon avtov tov
QOPUAK®V, Ba TPEMEL VA, VTOKELTOL GE OVAALGT TNG OXECNS OPEAOVC-KIVODVOL ATt TOV
Knviatpo, exedn Exovv avapepel Odvartol (cuumeptiapfoavouévon Tov arpviotov Bavatov)
o€ oKOAOLG KOTA TNV TowTdYpOVvn Bepameia e TprAootdvn Kot evog avactoréa ACE.

3.9 Odoi yopiynonc ko d060r0yia.

[Na and tov oTdHOTOC YPNON.
H d60m évapénc yuo m Bepameia, sivon mepimov 2 mg/kg.
Noa yopnyeiton pia popd nuepnoiong, pali pe tpoen.

IMa ) daocedaiion g opb1g docoroying, To cmpatikd Bapog Ba mpénetl va TpocdiopileTat Le
660 10 duvaTd pEYaADTEPT aKpiPeta.

Noa tpocdiopiletor n d6om avdroyo pe TV EENTOUKEDIEVT] OVTATOKPLIOT], COLPOVO LE TNV
napakorlovinon (PA. mopakdtw). Edv amaitnel avénon g d6omg, ¥pNoYLOTOOTE TV
KATAAANAN TEPIEKTIKOTNTO KO TO KATAAANAO LEPOCTOVL O10KIOV, Y10 v avENCETE PPadémg
TV NUEPN oL Yopnyovuevn d6om. Toevpd PAGHA TEPIEKTIKOTNTAG TOV SLUPOVUEVOV
dokiov, kabiotd duvatn T PEATIOTN docoloyia Yia kdbe okdro, eatopkevpéva. Na
YOPNYELTOL 1] KOTMTATN dOCT) OV EIVAL ATOPAITITN Y10 TOV EAEYYO TOV KAWVIKOV
CUUTTOUATOV.

Téhog, edv Ta GUUTTOUOTA OV EAEYYOVTOL ETAPKAOG Y10 £VO TANPES YPOVIKO didotnpa 24
®POV HETAED TOV dOGE®V, Vo €EETALETOL TO EVOEYOUEVO AHENCTG TNG GUVOAIKNG UEPNOLOG
doong £wg kat 50%, dpdVTOG TNV IGOUEPDS LETAED TPMIVAG Kot Ppadivic doomg.

"Evog pukpdg apBpoc (omv pumopet va arattel 666€1c mov vrepPaivouv onpovtikd ta 10 mg
ava kg copatikov Bapouvg avd nuépa. e avTég TIG TEPITTAOOELS, O Tpémel va epappuoletal
KatdAAnAn Tpochetn mapakorovOnomn.

Mia Tpocappoyn g 60omg, Uropel va eivar amapoitntn edv avikatactadel to Vetoryl
OKANPA Koydkio mov AapuPavel o okviog e 1o Vetoryl pacopeva diokio, Kot avtioTpoe®g,
emeldn Oev umopel va Stuc@alotel avotnpd 1 evarraSipotra petasd Tmv 600 Tpoidvimy,
KABMG LEPIKOL GKLAOL AVTATOKPIVOVTOL SLOLPOPETIKG GTNV GAANYT] TNG POPLUAKOTEYVIKNG
Hopone.

HapaxorovOnon:

Oa wpémel va AapPavovtan deiyparta yio froynukég e&etdoelg (GuumepAapuPavouévey TV
NAEKTPOAVT®V) Kot Yo T doKIpocio 01€yepong pe emveppidtoprolotpomo oppovn (ACTH)
P amd Vv Evapén g Bepaneiog votepa amd TV apyIkn ddyvoon Kat, Katomy, otig 10
nuépeg, otic 4 efdopddes, otig 12 efdopndadec kot 6t cuveyeln Kabe 3 uveg, yio, TNy
TOPOKOAOVONGN aVA TOKTA SOGTHROTO, ETIONG LETE 0md KABE Tposappoyn 666ng, 1 €6V
yiver evodlhayn amd okAnpd koydxio Vetoryl oe pocopeva diokia Vetoryl v avtiotpopa.
EmPaileTon va mpoaypotomolovvtal ot dokipacieg oi€yepong pe ACTH, 4-6 dpeg petd
YOPNYNON NS SOOTG, TPOKEWEVOD VO, EIVOL SUVOTI | EPUNVEIN TOV ATOTEAEGUAT®V LUE
axpifeia. H yoprynon g d6ong to mpwi eivan mpotipdtepn kabdg Oo enttpéyetl otov
KINVIOTPO GaG VoL TPAYUATOTOGEL TIC OOKIUEG TOpaKoAOVONoNC, 4-6 dpeg LeTd TN Yoprynon
g 06omc. X kabéva omd To Topamdve ypovikd onueia, Oo Tpénel emiong va
TPOUYUOTOTOLEITOL TAKTIKT 0EI0AOYN O™ TNG KAVIKNG £EMENG TNG VOGOU.

Yy mepintoon g un 01éyepong Katd T devépyslopag dokuaciog diéyepong ue ACTH
Katd Tn S1dpKeld Tng TopakoAovdnong,  Oepaneia Oa mpénel va dokdnTeTOn Yo 7 NUEPESG
KOl GTN GUVEXEL VAl YiveTol emavévopén pe younAotepn d6omn. Eravolapete t dokipocio
oéyepong ue ACTH petd and emmAiéov 14 nuépec. Edv 1o amotédespo eEakolovbel va gival



un deyeptikod, drakoyte TN Bepameia, £mg GTOV EMOVEUPOVIGTOVV TO KAVIKG GUUTTMLATO TOV
VIEPPAOIOETIVEPPIOIoHOV. Eravalafete T doxuacio diéyepong ue ACTH, évav punva petd
v enovévapén tng Bepaneiog.

Ta diokio pmwopovv va dwopebodv o€ 2 1 4 ica uépm, yia vo eEac@alotel 1 akpiPpng
docoroyia. TomoBetote T0 d10Ki0 WAV OE U0, EXITEDT EMPAVELD, LLE TN XOPAYUEVT] TAELPE
OTPOUUEVT TPOG TO TAV® KOl TNV KVPTH (GTPOYYVAEUEVT) TAELPE CTPOUUEVT TTPOG TV
EMPAVELQL.

G

ASRES|>

2 {oa péEpM: MECTE TPOG T KATM LLE TOVG OVTIXEPES GAG Kol OTIC 000 TAEVPES TOV d1oKIOV.
4 {ca pEpT: MECTE TPOG TO. KATM LLE TOV OVTIXEPEA GG GTO KEVTPO TOL O10KIOL.

~

3.10 XvpntOpote vrEPS0G0A0Ying (KUl KATA TEPITTMOT, HETPU AVTIHETOTICNS KOL
ovTidoTa)

H vrepdocoroyia pmopet vo 0d1yGEL GE GUUTTMOUATO VITOPAOLOETIVEPPLIIG OV
(AMBapydtnTa, avopeia, ELeTOG, d1dpPOLa, KAPILOYYEIOKE GUUTTMUIATA, KOTAPPELOT). Agv
vpée Bvnodtnta petd ™ xpovia yopnynon d6ong 32 mg/kg oe vyieic okdrove. Qotdco,
umopel va avapévetol Bvnoipndtnta eav yopnynbovv vynidtepeg 606€1g GE GKOAOVS LE
VIEPPAOLOETIVEPPLOIGUO.

Agv vtapyet €101K0 avtidoto yia v tprhootdv. H Bepancio Bo mpénet va daxomTETON KOt
UTOPEL VO EVOEIKVLTAL ] YOPYTOT) VIOCTIPIKTIKNG Oy®YNG, CUUTEPIAOUPAVOUEV®V TOV
KOPTIKOGTEPOEOMV, TNG S10pB®ONG TV NAEKTPOAVTIKMV S10TAPAYMVKUL TG XOPTYNONG
VYPAOV, AVAAOYO LLE TO KAVIKE GUUTTMOULATO.

e mepumtoelg o&elog vrepdocoroyiag, Lropel va sivatl @@EAUN 1) TPOKANGCT EUETOL KOl 1
emakolovdn yopnynon evepyod dvOpaka.

Touyov 10TPoYEVAG PAOIOETIVEPPIDIKT] OVETAPKELD, EIVOL CLUVNO®G YPTYOPQ OVASTPEYIUT HETA
amo6 tn dtakomn tng Bepaneiag. 2oT6G60, 68 £va LIKPO TOGOGTO GKOAMYV, 01 EMOPAGELS
evoéyetal va givorl Tapatetapévec. Metd amd pio olakonn g Oepaneiog e Tpthostdyn yio
pio efdopdda, n Bepaneio Oo mpémel va emavekkiveital pe Hel@UEVT d0GOAOYI.

3.11 Ewwoi nepropiopoi p1)ong Kot £101kéEg cuvONKes ypRons, copmepriopfavopévmv

TEPLOPIGUAY GTT] YPGT AVTIUIKPOPLOKAV KUl OVTITOPUGLTIKAOV KTNVITPIKOV
QUPUIKEVTIKOV TPOIOVTOV TPOKELUEVOD VU TEPLOPLOTEL 0 KivOLVOg avamTuEng

avToyms

Agv 1oy0eL.
3.12  Xpévor avapovig

Agv 1oy0eL.



4. D®APMAKOAOI'IKEX TIAHPO®OPIEX
4.1 Koodwkoc ATCvet:

QHO02CAO01

42 @oppoKodLVOUIKI)

H tpthootdvn avaotédiel emlextikd Kot avaoTpéyipa 1o eviupkd oot g 3p-vdpou-
0TEPOELOOVG 1IOOUEPAOTNG, TOPEUTOSILOVTUC KAT ALTOV TOV TPOTO TNV TAPUYMYY| TNG
KopTI{OANG, TNG KOPTIKOGTEPOVNC KO TNG OABOGTEPOVIG.

Ortav ypnoponoteital yio T Oepameio TOV VIEPPLOIOETIVEPPIOIGUOD, LEIDVEL TNV TOPAYMDYN
YAVKOKOPTIKOEIOMY KOl OAQTOKOPTIKOEOMV GTOV PAOLO TOV EMVEPPLOIMV. ZVVETMG,
LEWDVOVTOL 01 KUKAOPOPOVGEC GUYKEVIPMGELS OVTOV TV 6TEPOEO®V. H tpthootavn,
avtayovileto eniong ™ dpactnpiotnta g ACTH. Agv €yetl anevbeiag enidpacn ovte 6To
KEVIPIKO VELPIKO 0VTE GTO KOPOLOYYELONKO GUGTN LA,

4.3 DappoKoKIVITIKY

Ta poppaKoKvynTIKE oTot Elo 6TOVG OKOAOVCE, KATESEEAY OTL VILAPYEL LEYAAT] OLOTOWIKN
StaKkOUaVeN. L€ o LEAETT GE GITIOUEVOLC GKOAOVG MAyKA, LETA TN YopNynom evOg
oKANpov koyaxiov Vetoryl 60 mg, n péon Cmax frav 2.820 ng/ml (ebpog 300 £wg

9.340 ng/ml), n péon AUC nrav 169 (g0pog 79 £mg 630 pkpoypappdplo x Aertd/ml) konm
apuovikn péon numepiodog Long frav 2,8 dpeg (e0pog 1,2 émg 8,7 dpeg). Metd tn yopnynon
evoc poocaopevov dtokiov Vetoryl 60 mg, n uéon Cmax frav 6.360 ng/ml (e0pog 962 €wg
8.300 ng/ml), n péon AUC frav 218 pikpoypoppdpo x Aemtd/ml (bpoc 84 €wc

666 pikpoypoppdplo X Aemrtd/ml) Kot appovikn péon numepiodog Long nTav 2,5 dpeg
(evpog 1,1 g 17,3 dpeg).

Ievikd, 1 TPIAOGTAVY ATOUAKPVVETAL YPTYOPO A0 TO TAGGCLA LLE TIG CLYKEVIPDOGELS GTO
TAGGLLOL VO ETLTVYYAVOLY TN PéEYLoTn TIun petasd 0,5 Kot 2,5 @pdv Kol vo, ETMGTPEPOVY
oedOV ot Pactkn Ty, €61 Emg dMdEKN MPeg LETA T Yoprynomn. O kvplog dpacTikds
HETAPOAITNG TNG TPIAOGTAVNG, 1) KETOTPIAOGTAVT], 0KOAOVOEL £va TAPOLOL0 TPOTLTO.
EmimAéov, dev vanp&av otoryeio 6TL 1) TPIAOGTAVN 1 Ol LETOPOAITEC TG CLGCOPEVOVTOV LE
™V Thpodo Tov Ypdvov. Mia perétn frodabeciudtntog amd To GTOUN GE GKOAOVG, KOTESEEE
OTL 1 TPIAOGTAVT AOPPOPNONKE O EKTEVAG, dTav yopnyHOnke poll pe tpoe.

5. OAPMAKEYTIKA XTOIXEIA
5.1 Kopieg acopfoatotnreg
Agv 16y0eL.

52 Awdpxkero g

Aldpreto CoNG TOV KTNVIOTPIKOD POPUOKEVTIKOD TPOTOVTOC GCUUP®VA LLE TI GCUCKEVAGIOL
ToAnong: 3 ém.

5.3 Idwitepeg Tpo@Pura&els KaTA T @OLAEN TOV TPOTOVTOG
Ta tepdyio Tov diokiov Bo TPEmEL VoL PLAGGGOVTOL GTNV aPYIKT KOYEAT Kol 6T0 e£MTEPTIKO

KoUTi Ko B TPEMEL VO YPTGLULOTOIOVVTAL TNV EMOUEVT XOPNYNOT).
No punv evidccetal e Oeppokpacio peyorvtepn twv 30 °C.



5.4 ®Yon ka1 6HVOEG TGS GTOLYELDO0VS CVOKEVUGIUG

Alovpivio — Koyéin molvapidiov/arovuviov/PVC.
Kd&0e xoyéln mepiéyet 10 dwokia. Xdaptivo xovuti pe 1, 3, 5, 6 1 10 koyéreg.

Mmopei va pnv KukAo@opodV OAEG Ol GUGKEVOGIEG.

5.5 Ewwkég Tpo@uAGEELS amOppLYNS EVOS UM AP CLROTONOEVTOS KTV TPLKOV
PUPUIKEVTIKOV TPOIOVTOS 1| AAA®V VAIK®OV TOV TPOEPYOVTAL OO TN YP1)O1) TOV
TPOIOVTOS, UV VITAPYOVV

Ta edppaxo dev TPEMEL v OTOPPITTOVTOL HECH TOV ADUATOV 1) TOV OIKLUK®OV OTOBANTOV.

XPpNGYOTOOTE TPOYPAULOTA ETLCTPOPNS PAPUAKOV Y10 TNV ATOppLyn U

YPNOWOTOINOEVTOV KTNVIOTPIKAOV QUPUAKEVTIK®Y TPOTOVTOV 1 GAADY VAIKOV TOL

TPOEPYOVTAL OO TN YPNOT) TOVG CUUPMOVA LE TIC TOTIKEG AMOLTNOELS KOl Ie TUYOV e0vikd

GUGTNHOTO GUALOYNC TTOV 1GYVLOVV Y10 TO GYETIKA KTNVINTPIKE QUPLOKEVTIKA TPOTOVTA.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dechra Regulatory B.V.

7. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

8. HMEPOMHNIA ITPQTHY EI'KPIXHX

Huepopmvia 1ng éyxpiong: {HH piqvag EEEE}.

9. HMEPOMHNIA TEAEYTAIAY ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITIPOIONTOX

{HH pnivoc EEEE}

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
No yopnyeitotl LOVoV [e KTNVIOTPIKT GUVTAYY.
Aemtopepeic TANPoPopieg Yia TO €V AOY®D KTNVINTPIKO QOPHOKEVTIKO TPOoiov givarl S100E011EG

o Baon dedouévav g EE yia ta ktnviatpikd tpoidvta
(https://medicines.health.europa.eu/veterinary).




