ITAPAPTHMA 1

HNEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
YPOZANE 1,875 mg diokio Yo 6KOAOVG

YPOZANE 3,75 mg diokio yio okOA0LG

YPOZANE 7,5 mg dwokio Yo ocvAovg

YPOZANE 15 mg éwokio yio okdAlovg

2. MOIOTIKH KAI MOXOTIKH XYNGEXH

APUSTIKO GVOTUTIKO:

Kd&Be dwokio mepiéyer 1,875 mg, 3,75 mg, 7,5 mg 1 15 mg o&unc ocotepovn.

"Exooya:

owotikn} 60vOeon kO OV KoL ALV
GUGTUTIKAV

Lactose monohydrate

Pregelatinised starch

Carmellose calcium

Maize starch
Talc

Magnesium stearate

21pdyyvro, Aevko, aueikvupto diokio pe didpetpo 5,5 mm, 7 mm, 9 mm 1 12 mm.

3. KAINIKEX MAHPO®OPIEX

3.1 Eiom Lowv

YrvAoL (apoEVIKOL).

3.2  OgpamevTikég evoei&elg Yo kd0e gidog Lmov

Bepoaneio ™G KahonBovg VITEPTPOPLNG TOV TPOGTATY TOV CKOAMV.
3.3  Avrevositeaig

Kopia.

3.4 E1dkég TPoELdOTOUGELG

X oKOAOVG [ KOAONON VItepTpOPio TOV TPOGTATN, TO TPOTOV LITOPEL VO YopNYEITOL TAVTOYPOVA. LIE
OVTIULKPOPLOKE QpApLLAKAL.

3.5 Idwitepeg TPo@LAAEELS KaTA TN Yp1oN

Idwaitepec TpoLAGEELC VoL TNV 0lo@aAn yprion oto £idn Lowv:




Mmnopei vo onpelwdet mapodikn peimon e oVYKEVIPOONG TS KopTILOANG TOL TAAGHLOTOS. AVTd
umopel va cuveytotel yio LepKEC BOOUAdES LETH TNV YOPNYNON. ZVVIGTATOL TPOCEKTIKY
TOPAKOAOVON O™ GE GKOAOLG LE Stress (Ty LETEYYXEPNTIKA) 1] GE OVTOVG TTOL TAGYOLV OO OVETAPKELDL
emveepdiov. H avtidpaon o teot diéyepong e ACTH pmopetl emiong vo avaotalel yio peptkég

eBOOAdES T TNV YOPNYNON TNG OGUTEPOVIG.

Na ypnooToleiTal e TPOCOYN € CKOAOVGS e ¥povia acOEVELD TOV TOTOC, KABMG 1| AGPAAELD TOV
KTNVIOTPLKOD POPLOKELTIKOD TPoidvToc dev &yl amoderyBel Yo Tovg okhAovg avtovs. H Bepaneia
LEPIKDV GKVAMV e acOEVELD TOV NTATOG E1YE OC OMOTEAEGLOL TNV AVTICTPEYIUN AOENOT TOV
emmédov ALT kot ALP og khvikéc pelétec.

Idwitepec mpoLAGEELC OV TPEmel va AauavovTal 0t To (TOUO TOL YOPNYEL TO KINVINTPIKO
QOPUOKEVTIKO TPoidv og Lha:

Noa TAévete Ta xEpLa oaG LETA TN YPNOT TOL TPOTOVTOC.

e mepintwon mov Katd Adboc vdpéet Katdmoon, va avalnmoete auéons aTptkn fondeia kot va
Oci&ete oTOV 10TPO TO PUAAO OONYLOV YPNONG 1 TNV ETIKETA, TG GVOKELOGIOG,

Mua gpanag yopnynon tov 40 mg o&ikng 0catepdVNG amd TO GTOWN GE AVOPES TPOKAAESE GTOPUOIKN
ueimon tov enmédmnv twv FSH, LH kot testostepdvnc, ot omoieg avtiotpdonkoy uetd omd 16
NUEPES. Agv vpye Kapio KAVIKY enidpoon

e OnAvkd mepapatdlma 1 0k 0coTEPOVN TPOKAAEGE COPOPES TAPEVEPYELES OTIG AVOATAPUYDYIKES
Aertovpyieg. Emopévac, vo amogedyetal 1 xp1ion Tov Tpoidvtog and Yuvaikes € avamapoywyky|

NAKia 1} Vo pOpave TPOGTATELTIKE YavTIo OTAV YOpT YOOV TO TPOIOV.

Idwaitepec TPOPLAGEELC YOl TNV TPOOTAGIN TOL TEPBAAAOVTOC:

Agv 1oyet.
3.6 AvemOOunra cvppavra

XxkOAot (apoevikol):

[ToAv ouyva
(>1 {d0o/10 vrd Bepamneia {da):

Avénpévn 6peén’
Yrokoptioronpiol

Xoyva
(1 éwg 10 Ld0o/100 vro Bepameio
{oa):

Awtapayég ot cvumepLpopd (T.y.
VIEPKIVITIKOTNTO, LEIWUEVT SpaoTnPLOTNTA 1] TLO
KOW®VIKY GUUTEPIPOPA):

Oy cvyvd
(1 g 10 {mda/1.000 vro
Oepamneia {oa):

"Epetog 1/xar Siépporal

IToAvduyiol, An0apyoct
[ToAvovpial
Ynepmhacio TOL LOGTOD

[ToAb omavia

(<1 {®0/10.000 vmo6 Bepameio
(o, cvumepAapufavouévay Tov
UELOVOUEVOV OVOPOPDV):

Mewopévn 6peén?t

Taloxtdoppora?

AM\oyég oto Tpiympa (Y. andAElo 1] TPOTOTOINOoN
oto Tpiymua)t

Hlpocwpwo.

2¥e cuvduacud pe VIEPTAAGIO TOV HAGTOD.




Y& KMVIKEG LEAETEC, deV £YIve O10KOTY| TNG Bepameiog [Le TO KTNVIOTPIKO PApLLoko Kol GAOL 01 GKOAOL
avappwoay yopic Kapia Wiaiteprn Oeponeia.

H avoapopd avemBountov copfaviov sivar onuovtikn. Emtpénet ) cuvey mapakoiohonon g
0oPAAELNG EVOG KTNVINTPIKOD QOPUAKEVTIKOD TPoTOVTOC. Ol avapopEg TPEMEL VO, ATOCTEALOVTAL,
KOTA TPOTIUN O™ LEG® KTNVIATPOV, £1T€ GTOV KATOYO TNG AOEL0G KUKAOPOPING 1) GTOV TOTIKO
ovVTITPOSOTO TOV €iTE TNV €0VIKN aprddIo apy LES® TOL £BVIKOD GUGTNLOTOS AVAPOPAG,.
Avatpélte 610 PUAAO 0INYIMVY XPNONG YL TA AVTICTOL( O GTOLYEID EMKOIVOVING.

3.7  Xpnion katd TV KONo1, TN Yorovyia 1] TNV ®OTOKIM

Agv woyet.

3.8  Almlemidpacn pe GAA0 QUPUEKEVTIKA TPOIOVTH Kol GALES popPES aAAniemidpaog
Agv givan yvoot Kapio.

3.9 Odoi yopiynong ko docolroyia

Tpdmog yopnynong: and 10 GToOUA.

Aocoloyia: 0,25 — 0,5 mg o&kng ocatepdvng ava Kg o.p., pio opd v nuépa, yio 7 nUéEPES, ™G
akolovlwg:

Zopatikod Bapog [TeplextikdtnTa TOL Ap1Buog dokiov ava | Adpkeln Bepomeiog
OKOAOL TPOG yopnynon diokiov nuépa
3 éwg 7,5 kg* 1,875 mg diokio
7,5 émog 15 kg 3,75 mg diokio
1 diokio 7 nuépeg
15 ¢m¢ 30 kg 7,5 mg diokio
30 éw¢ 60 kg 15 mg diokio

* Agv vrdpyel drabécun TAnpopopio yio okdAOVS KaT® TV 3 Kg 6.J.

Ta dwokio propet va yopnyndovv amevbeiag oto otdéH 1| LEGH TNG TPOPNG. Agv TTpémel vo Eemepvdte
N HEYLOTN GLVIGTAOUEVT dOOT).

H «hvucn amdkpion ot Bepaneio cuvnbog mapatnpeite péca o 2 efoopnddeg Kot dtapket yio
TOLAGYIGTOV 5 PNveC HETA To TéAOG NG Bepameiag.

O egmavéleyyog amd tov kTnviaTpo Tpémel va yiveton 5 piveg puetd 1o téhog g Bepamneiog N vopitepa
edv vapEovv KhMvikd cvurtdpato Kotd ) didpkela g Oepaneiag. H cuvéyion g Bepaneiog oto
614010 avTd 1| peTayevéstepa Ba yiveTar cOUPOVE pe TNV EKTIUNGT 0PEAOVG/KIVOUVOL Omd TOV
vrevBuvvo Ktnviatpo. Eav n kKAvikn amodkpion ot Bepaneio eivol apkeTd LkpoTEPN OO TNV
OVOLLLEVOLLEVT], TOTE QOLTELTOL EMAVEAEYYOG TNG SLAYVOONGC.

3.10 XvprrdpoTe VIEPI0G0AOYING (KUl KATA TEPITTOOT, HETPU AVTIUETMMLGNG KOL UVTIOOTH)

Melé mave oty vepdocoroyia (émg 1,25 mg/kg o.B. yia 10 nuépec, emavainyn 1 uriva apyotepa)
dev €de&av avemBounteg evépyeles, KTOG amd TNV HEIWGT TG CLYKEVTPMOOTG KOPTILOANS TOV

TAQGLOTOG.




3.11 Eidwkoi mepropiopoi ypfions Kon e101kég cuvONKeS ypions, copumepiapfavopévov
TEPLOPLOGUAV OT YP1IO1] UVTIHIKPOPLOKOV KO AVIITUPUCLTIKAOV KTVIATPIKAOV QUPPUIKEVTIKAOV
TPOTOVTOV TPOKEIPUEVOV VO TEPLOPLOTEL 0 KivOUVog avamToéng avroyg

Agv woyet.
3.12 Xpovor avapovig

Agv woyet.

4, DOAPMAKOAOTITKEX MAHPO®OPIEXZ
41 Kaoodwkog ATCvet: QG04C X
42 @appoxkodvvopki

H epgdvion g kalonBovgg veptpopiog Tov TpooTtdt eivar pLGIK emakolovbo e yRPavenC.
[Teprocdtepo amod to 80% TV apoeviK®Y GKOA®V NAKING Aved Tav 5 ypdvev sival tposPefinuévor.
H xoionOng vreptpopio Tov Tpootdtn ival n avénon tov peyédoug kot Tov 6YKov ToL TPOGTATH TOV
OPEILETOL GTNV TECTOGTEPOVT. AVTO UTOPEL VO TPOKAAECEL TOAAOTAG Kot 1) E10UKA KAVIKGL
GUUTTOUOTA, OTIMG TOVO GTNV KOTAMOKT YDPa, SVOKOAES KATA TNV 0(pOSELGT KOl 0VPNGT], OUATOLPIO
Ko KV TIKEG SuCAELTOVPYiES.

H ocatepdvn elvar £va 6TEPOEIDES OVTI-AVIPOYOVO, TO OTOT0 AVAGTEALEL TIG EMMTOCELG TNG
aVENUEVNC TAPOY®YNG TNG OPCEVIKNG OPUOVIG (TEGTOCTEPOVN).

H o&wn ocatepdvn givorl Evo 0TEPOEIDEG JE YNIIKT GLYYEVELD LE TNV TPOYEGTEPOVN, KOL Y10 0LTO TO
AOYO €xElL 1IoYVPN TPOYEGTAYOVO Kol avTL-avopoydvo opdo). Eniong, o kdplog petafoiimg g o&ikng
ocoatepovng (15B-hydroxylated-o&ikr ocatepovn) éxet avit-avopoyovo dpdon. H ocatepovn
aVAGTEALEL TIG EMMTAOCELG TNG OLENUEVNC TAPAYWDYNG TNG OPOEVIKNG OPLOVIG (TEGTOGTEPOVT) LECH
dpopmv punyaviocudv. Epmodiletl tn ovvdeon TV avopoydvmy 6TOVE VITOSOYEIG TOL TPOGTATN Kol
TOPEUTOSILEL TNV UETAPOPA TNG TEGTOGTEPOVIC GTOV TPOGTATT).

Aev &yovv mapatnpndel avemBounteg evépyeleg 6GOV aPopd GTNV TOLHTNTA TOV GIEPLOTOC.
43 @oppoxoKivnTiKy

Metd amd yopnynon ond 10 GTOUA LE TNV TPOPT GTOVG GKVUAOVG, 1 0&1KT 0GATEPOVI] ATOPPOPATIL
vypnyopa (Tmax mepinov 2 dpec) Ko petaforiletar katd v tpdt diodo amd To map. Metd and
yopnynomn 66ong tov 0,25 mg/kg/muépa, n péon peyiotn cvykévipwon (Cmax) 010 TAGoHO givort
nepimov 60 ug/l nepimov.

H o1 ocotepovn petatpémetal otov kKoplo uetafoiritn e, 15B-hydroxylated, o omoiog sivon emiong
QOPULOKOAOYIKA evepYOG. H o0&k ocatepovn Kot 0 HeTABOAITNG TG CUVOEOVTOL UE TIC TPWOTEIVEG TOV
T dopatog (90% xat 80% avrtiototya) Kot Kupimg pe v Aevkopativn. H obvdeon eivan
ovTIoTPEYIUN Ko dgv emmpedletat amd AAAEC 0VGIEG TTOL GLVOEOVTOL GUYKEKPLUEVA LLE TNV
Aevkopoivn.

H o&ikn ocatepdvn amofdiietar péca oe 14 nuépeg, Kuplog Le To KOTPAVO LEGM TNG ATEKKPLONG TG
xoAng (60%) xon pe T ovpa (25%). AmoPdAireTon pe apyods puBuovg pe xpdvo nuicetag Comg (TV2)
T1g tepimov 80 dpec. Metd and emavaropPavoueves yopnynoels g oSkng ooatepovng ota 0,25
mg/kg/muépa yio 7 NUEPEG, O GLVTELEGTIG CLOCMPEVGONG ival TEPimov 3-4, ywpic aAlayég 6To pLOUO
amoppoenong N amofoinc. Aekomévie nuépeg Letd omd TNV TeEAgLTAlN YOPTYNOT, N LECT
oVYKEVTPWOT| 6TO TAGopO avépyeTot oto 6,5 pg/l Tepinov.



5. DOAPMAKEYTIKA XTOIXEIA
5.1 Kopieg aocvppatéotnreg

Agv 1oy0el.

5.2  Awapkera g

Augpreta {ong Tov KTNVIATPIKOD QOPUAKEVTIKOD TPOIOVIOG CULPMVA LLE T GCLCKEVAGIN TOANGNC:
3 xpovia

5.3 Idwitepeg TPpo@uraielg kKatd T @VAasN TOL TPOiIOVTOG

Agv vdpyovv g101kég 00nyieg dATHPNONS Y10 AVTO TO KTNVITPLKO TPOTOV.

54  ®von ko 6vheST TG GTOLYELAO0VS GVOKEVAGING

Xaptvo kovti, To omoio TEPIEYEL Eva arovpivio/aiovpivio blister cuokevacio Twv 7 diokiov.

55 Edwkég mpo@ura&erg amdéppuyng evog pun ypnopomo)0£vrog KTNvIaTpLKko
PUPRUKEVTIKOD TTPOTIOVTOG 1] GAA®Y VAIKAV TTOV TPOEPYOVTAL AT T1) YP1]C1] TOL TPOIOVTOG,
av Vapyovv

Ta edppoxo dev TPENEL VO, ATOPPITTOVTIAL LEGH TOV AVUATOV 1] TOV OIKIOK®OV amoPANTOV.

Edkég mpo@uldéelg amdppiyng vOg Un YPNOILOTOINOEVTOG KTNVINTPIKOD QUPUAKEVTIKOD TPOTOVTOG Iy

GAAOV DAIK®V TOV TPOEPYOVTOL A0 T YPTOT TOV TPOIOVTOG, OV VITAPYOLV.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

VIRBAC

7. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/2/06/068/001

EU/2/06/068/002

EU/2/06/068/003

EU/2/06/068/004

8. HMEPOMHNIA ITPQTHE ET'KPIXHX

Hpepopunvia 1M éykpiong: 11/01/2007

9. HMEPOMHNIA TEAEYTAIAX ANAOEQPHXHY THX NIEPIAHYHX TQN

XAPAKTHPIZTIKON TOY IPOIONTOX

{MM/EEEE}

10. TAEINOMHZIH TQN KTHNIATPIKOQN ®APMAKEYTIKQN ITPOIONTQN



Na yopryeitar pévov pe KTNVIATPIKY] GUVTAYY.

Aentopepeic MANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO POPUOKEVTIKO TPOTOV givar dabéoiuec ot Pdon
dedopévov g EE yia ta kenviatpikd wpoidvra (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

ITAPAPTHMA 11
AAAQOI OPOI KAI AITAITHXEIX THX AAEIAY KYKAO®OPIAX

Kavévag



ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHT'TQN XPHXHX



A. EINIXHMANXH

10



INAHPO®OPIEX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI - 1,875 mg

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Ypozane diokio tov 1,875 mg

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

Kabe diokio mepiéyet 1,875 mg o&ikng ocatepovng.

3. YYXKEYAXIA

7 dokio

| 4. EIAH ZQON

ZK0AoL (apoEVIKOL).

| 5.  ENAEIZEIZ

‘ 6. OAOI XOPHT'HXHX

Amo6 Tov GTOUTOG YOpPTYNOoN.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {u/eeee}

‘ 9. EIAIKEX XYNOHKEX ATATHPHXHX

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

AwBdote To OALO 00N YLDV YprioNG TPV 0d TN YPIoN

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

ATOKAEIOTIKA Y10 KTIVIOTPIKT] YP1ON.

11



12.  OI AEZEEIX «NA ®YAAXXIETAI XE OEXH, THN OITOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITATIATA»

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpooeYYilovy Ta ToLdd.

13.  ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

VIRBAC

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/06/068/001

‘ 15. APIOMOX IMAPTIAAX

Lot {apBuog}

12



EAAXIETEX ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

BLISTER - 1,875 mg

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Ypozane

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

1,875 mg

‘ 3. APIOMOX ITAPTIAAX

Lot {op1Ouoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/eeee}
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INAHPO®OPIEX [TIOY NPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI - 3,75 mg

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Ypozane diokio Tov 3,75 mg

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

Kabe diokio mepiéyet 3,75 mg ok ocatepovng

3. YYXKEYAXIA

7 dokio

| 4. EIAH ZQON

Ykolot (apoevikol).

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHTHXHX

Ao Tov GTOHOTOG YOPN YO

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX

Exp. {nw/eeee}

‘ 9. EIAIKEX XYNOHKEX ®YAAEHX

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHI'IQN XPHXHX ITPIN AITIO TH XPHXH»

Awaote T0 GUALO 0OMYLDY YPNONG TPV OO TN XPNOM

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

ATOKAEIGTIKA Y100 KTVIOTPLKNY PN o).

14



12.  OI AEZEEIX «NA ®YAAXXIETAI XE OEXH, THN OITOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITATIATA»

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Kot dev TpoceYYilovy Ta ToLdd.

13.  ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

VIRBAC

14.  APIOMOI AAEIAY KYKAO®OPIAX

EU/2/06/068/002

‘ 15. APIOMOX [TAPTIAAX

Lot {apBuog}

15



EAAXIXTEX ENAEIZEIXIIAHPO®OPIEX 110Y IIPEIIEI NA ANAT'PA®ONTAI XTIX
MIKPEX ETOIXEIQAEIX XYXKEYAXIEX TYIIOY BLISTER

BLISTER - 3,75 mg

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Ypozane

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

3,75 mg

‘ 3. APIOMOX ITAPTIAAX

Lot {op1Ouoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {u/eeee}
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INAHPO®OPIEX [TIOY NPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI - 7,5mg

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Ypozane diokia tov 7,5 mg

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

Kabe diokio mepiéyet 7,5 mg o&ikng ocotepOVIG

3. YYXKEYAXIA

7 dokio

| 4. EIAH ZQON

ZK0AoL (apoEVIKOL).

| 5.  ENAEIZEIZ

‘ 6. OAOI XOPHTHXHX

Ao TOL GTOLTOG YOPNYNON -

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/eeee}

‘ 9. EIAIKEX XYYNOHKEYX ®YAAEHX

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

AwBdote To OALO 00N YLDV YprioNG TPV 0d TN YPIoN

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

ATOKAEIOTIKA Y10 KTIVIOTPIKT] YPTON.

17



12.  OI AEZEEIX «NA ®YAAXXIETAI XE OEXH, THN OITOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITATIATA»

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta ToLdd.

13.  ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

VIRBAC

14.  APIOMOI AAEIAY KYKAO®OPIAX

EU/2/06/068/003

‘ 15. APIOMOX IMAPTIAAX

Lot {apBuog}
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EAAXIXTEX ENAEIZEIXIIAHPO®OPIEX 110Y IIPEIIEI NA ANAT'PA®ONTAI XTIX
MIKPEX ETOIXEIQAEIX XYXKEYAXIEX TYIIOY BLISTER

BLISTER - 7,5 mg

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Ypozane

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

7,5 mg

‘ 3. APIOMOX ITAPTIAAX

Lot {op1Ouoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {u/eeee}
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INAHPO®OPIEX [TIOY NPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI - 15 mg

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Ypozane diokia tov 15 mg

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

Ka6e diokio mepiéyet 15 mg o&ikng osatepdvng

3. YYXKEYAXIA

7 dokio

| 4. EIAH ZQON

ZK0AoL (apoEVIKOL).

| 5.  ENAEIZEIZ

‘ 6. OAOI XOPHTHXHX

Ao TOL GTOLTOG YOPNYNON -

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/eeee}

‘ 9. EIAIKEY YYNOHKEYX OYAAEHX

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

Awfaote T0 GUALO 0ONYIDOV YPNONG TPV OO TN XPNOT

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

ATOKAEIOTIKA Y10 KTIVIOTPIKT] YPTON.

20



12.  OI AEZEEIX «NA ®YAAXXIETAI XE OEXH, THN OITOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITATIATA»

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta ToLdd.

13.  ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

VIRBAC

14.  APIOMOI AAEIAY KYKAO®OPIAX

EU/2/06/068/004

‘ 15. APIOMOX IMAPTIAAX

Lot {apBuog}
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EAAXIXTEX ENAEIZEIX TIOY ITPENIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

BLISTER - 15 mg

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Ypozane

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

15 mg

‘ 3. APIOMOX ITAPTIAAX

Lot{ap1Buoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/eeee}
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B. DYAAO OAHI'TQN XPHXHX
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OYAAO OAHI'TQN XPHXHX

1. Ovopocio TOV KTNVIITPLKOD QUPUOKEVTIKOD TPOIOGVTOS

YPOZANE 1,875 mg diokio Yo 6KOAOVG

YPOZANE 3,75 mg diokio yio ckOA0LG

YPOZANE 7,5 mg diokio yio oxdA0DG

YPOZANE 15 mg éwokio yio okdAlovg

2. YvvOeon

Kabe diokio mepiéyel 1,875 mg, 3,75 mg, 7,5 mg i 15 mg o&wkng ocotepdvng

21pdyyvro, AevKo, aueikvupto diokio pe didpetpo 5,5 mm, 7 mm, 9 mm 1 12 mm.

3. Eion Lowv

2kolot (apoevikol).

4, OepamevTiKég EVOSielg
®¢pameio TS KalonB0VG LIEPTPOPING TOV TPOGTATN TOV CKOAWMV.

5. Avtevoeilgeilg

Kopia.

6. Ewwkég mpogidomounjosig

Ewwéc mposidomooeic:

Y& oxvAovg pe BPH ov cuvdvdletal pe tpootatitioa, To Tpoidv umopel va yopnyeitol tavtdypovo
LE OVTIUKPOPLoKd papuaiKa.

[dwaitepeg TPOPLAGEELS Yo TNV AoQOAN ¥pron ot £idn (owv:

Mmropei va onueimbel mapodikn peimon g ouYKEVIP®ONS TG KOPTILOANG TOV TAGGUATOG. AVTO
umopel va cuveyloTel ylo peptkéc EBOOUAOEG LETA TV YOPTYNOT]. ZVVICTATOL TPOGEKTIKT
TapaKoAovONoN 08 GKOAOVG LE Stress (T LETEYYEPNTIKG) T} O 0LTOVE TTOV TAGYOVV Od AVETAPKELN
emveppdiov. H avtidpaon o teot diEyepong pe ACTH pmopetl emiong vo avaotadel yio LEPIKES

€POOUAOEG UETA TNV YOPNYTON TNG 0CUTEPOVTG.

Noa ypnoomoieitat Pe TPOcooyN o€ GKOLAOVG Ue Ypdvia acBEvela TOL NTOTOC, KAOMG 1| 0GPAAELD TOV
KTNVIOTPIKOD POPUOKEVTIKOD TPOIOVTOC eV £xEl amoderyDel Yo Ttovg okOAoVg avtovs. H Bepancia
UEPIKDV GKOA®V LE AGOEVELD TOV TATOG EIYE (OC OTMOTEAEGOL TNV AVTICTPEYIUTN AOENCT] TOV
emmédov ALT kot ALP og Khvikég pelétec.

Idwaitepec Tpo@LAGEELS TOL TTPEmeL va, AauBdvovol amd To ATOLO TOL YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TTPoidV og Lha:

Noa TAévete Ta yépla oag PHeTE TN ¥P1ION TOL TPOIOVTOC.

24



Xe mepintwon akovo1ug Katdmoong, va avalntnoete ouécmg Tpiky fondeia Kot va deiéete oTovV
10TPO TO PUAAO 00N YLDV YPNOTG N TNV ETIKETA TG CVCKEVAGING,

Mo gpdmag yoprynon tov 40 mg o&ikng ocatepovNG omd T0 GTOUN GE AVOPEG TPOKAAEGE GTTOPASIKN
LEI®OT TOV EMTESMV TV GEEOVAAIKMDY OPLOVAV, TO OTTOI0 AVTICTPAPTKE HETA o 16 nuépec. Aev
VINPYE KOO KAVIKT eMidpaon

e Onhvkd mepapatoélmo 1 01K 060TEPOVI TPOKALEGE COPUPEC TAPEVEPYELES OTIG OVOTAUPUYWDYIKES
Aettovpyiec. Emopévmg, vo amopehyeTal 1) ¥p1on TOL TPOTOVTOG amd YOVOIKEG GE OVATOPOYMYIKN

nAwio M vo popAave TPOGTUTEVTIKA YAVTLOL OTAV YOPTYOVV TO TPOTOV.

Ynepdooohoyio:

Mo perétn mévo oty vrepdocoroyio (€wg 1,25 mg/kg Bapovg cdpatog yo 10 nuépeg, pe
emovidnymn 1 piva apyotepa) dev £de1Ee avemBOUNTEG EVEPYELES, EKTOC OO Peimon TG
GLYKEVTPWOGOTG KOPTILOANG TOV TAGGHOTOG.

7. AvemOOpunta cvppavra

Ykvlot (apoevikol):

IToAd cuyvd (>1 Lwo/10 vid Oepamneio (da):

AvEnpévn opetn’
Ynrokoptilorauia (peimon g koptildAng mAdcpoTog)t

Zoyva (1 éog 10 {da/100 vro Oepancio (ha):

AwTopayéc 6T CVUTEPLPOPA (T.). VIEPKIVNTIKOTNTO, LEIOUEVT] OpacTNPLOTNTA
1 0 KOWMVIKY GUUTEPLPOPE)!

Oyt ovyva (1 £o¢ 10 {da/1.000 vrd Bepancio Coa):

"Enetog f/kat Siépporal

IoAvduyio (awénuévn diya)t, ABapyoc!
IToAvovpia (awénuévn ovpnon)?

Yrepmhacio Tov paotov (016YK®GT TOV LAGTOV)

Mol omdvia (<1 {®0/10.000 vro Bepamneia (do, cUTEPILAUPOVOUEVOY TOV
LELOVOUEVAV OVOPOPDV):

Mewwpévn 6peént
Talaktoppora (yorovyio)?
AMoyég 670 Tpiyope (.. andAelo ) TpoTomoinon oto Tpiymuo)?

Mapodiko.
2 Y& GuVOLAGHO LE VIEPTAAGIO TOV HOGTOD.

Y& KMVIKEG LEAETEC, OV £YIve O10KOTY| TG Bepameiog (e TO KTNVIOTPIKO Pappoko Kol GAOL 01 GKOAOL
avappmoay yopic Kapia Wiaiteprn Beponeia.

H avapopd avemBountov copfaviov sivar onuovtiky. Emtpénet m cvuvey| mapakorohonon g
ao@aAElng evog Tpoidvtog. Eqv mapatnprioete onotodnmote avemBountn evEPYELN, AKOLO KOl OV OEV
OVOQEPETOL OTO ECHOKAELGTO PUALO 0ONYIDV YPNONE 1 AUPPAAAETE Y10, TNV OTOTEAECUATIKOTTO TOV
oappdxov, mapokaieicOe va emikotvavicete, Katapydc, Le Tov Ktnviatpd cag. Mnopeite eniong va
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OVOQEPETE OMOLAONTOTE OVETLOVUNTO CLUUPAVTA GTOV KATOYO TNG AOEL0G KUKAOPOPING 1 GTOV TOTIKO
OVTITPOCHOTO TOV KATOYOV TNG AOELNG KUKAOPOPING, YPTOLUOTOIDVTAC TO GTOLYEL0 EXKOVOVING GTO
TEAOG ALTOD TOV PUAAOL 00N YLDV YPNONG N LESH TOV €BVIKOV GG CLGTHHOTOG avaPOopAc: {oTotyeia
£0viKoD GLOTAUATOC AVAPOPACT.

8. Aocoloyia Yo KGOg €100g, TPOTOG KAl 0001 YOP1YNONG

Tpbdmog yoprynong: amnd to GTOAL.

Aocoloyia: 0,25 — 0,5 mg o&ikn ocatepdvn ava kg o.p., pia opd tnv nuépa, yia 7 nuépec, dnmg

0KOAOVOMG:
Zopatikd Bapog [eprexktikdna Tov Ap1Buog dokiov ava | Adpkelo Bepomeiog
OKOAOL TPOG yopnynon diokiov nuépa
3émwg 7,5 kg 1,875 mg dioxio
7,5 éog 15 kg 3,75 mg diokio
1 diokio 7 nuépeg

15 ¢mw¢ 30 kg 7,5 mg diokio

30 -60 kg 15 mg doxio

9. Oonyieg Yo ) oot YOpNYNON

Ta dwokia propet va yopnynbovv amevbeiag 610 otdpa 1 LESH TG TPoPNS. H KAvik andkpion ot
Oepancio cuvnBwg Tapatnpeitar péoa oe 2 efOOUASES KOl TAPALUEVEL Y10 TOVAAYLOTOV 5 UQVEC LETA
70 TéA0G NG Bepameiog.

O emavEéLeyyog amd ToV KTNVINTPO TPEMEL VAL YiveTal S5 Uve LETA To TEAOG NG Bepoameiag 1 vopitepa
€6y vapEouy KAWIKE cupmTdpaTo Katd T ddpkela g Bepaneiag. H cuvéyion g Bepaneiag oto
oTéo10 aVTo N petayevéstepa Ba yivetal cOLP®VA LLE TNV EKTIUNGTN 0PELOVG/KIVEDVOL 0t TOV

vrevOvvo KTnviaTpo.

Edv n khvikr andkpion ot Bepaneio sivar apketd ukpoTeEPN 0md TNV AVOLEVOLEVT), TOTE QMOLTEITAL
eMOVELEYYOG TNG OLByVOOTG.

Agv mpémel va EEMEPVATE 1) LEYIOT CLUVIGTOUEVT] OOGT).

10. Xpévolr avopoviig

Agv amotteitot.

11. Ewwkeg ovvOnkeg owatnpnong
Na purdcocetor g B¢om, v omoia dev PAETOLY Kot dev Tpoceyyilovy Ta Tondid.
Agv VTapyovV EO1KEG 001 YiEG SLOTHPNONS YO ALTO TO KTNVIATPLKO TPOTIOV.

Na pn yp1CIHOTOIEITE AVTO TO KTNVIATPIKO PAPUOKEVTIKO TPOIOV UETE TNV nuepounvio AnEng tov
aVaYPAPETOL TNV KOWYEAT).
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12. Ewwkég mpo@uraterg améppiyng

Ta edpuaxo dev TPETEL VO, ATOPPITTOVIOL LEGH TOV AVUATOV 1| TOV OIKIOK®OV aToPANTOV.
XPNGIHOTOIOTE TPOYPAULOTO EMTIGTPOPNG POPLAKOV Y10 TV OTOPPLYT U YPNOIoTom vty
KTNVIOTPIK®OV QUPUAKEVTIKOV TPOIOVI®OV 1| GAL®Y DAMK®V TOV TPOEPYOVTAL amd TN YP1ON TOLS GOUPOVA
LLE TIG TOTKEG OMOLTOEL KOl LE TUYOV 1oyvovTa e0viKd cuatnuata cvAioyne. Ta pétpa avtd
OTOCKOTOVV GTIV TPOCTOGio, TOV TEPPALAOVTOC.

Yvppovievteite Tov KTNVIATPO 1 TOV POPUAKOTOLO GOG Y10 TOV TPOTO OTOPPIYNG TV XPTCLUOTOMNOEVTMV
QOPUAKOV.

13. Ta&vopnon TOV KTNVIOTPIKOV QUPRIKEVTIKOV TPOTOVIMV

Noa yopryeital povov pe KTNVILTPIKY| GLVTAYY.

14. ApOpoi Go€10G KVKLOQOPING KUL GUCKEVUGIES

EU/2/06/068/001-004

XAapTivo KovTi ToL TEPIEXEL VO aAOVUIVEVIO/ o aAovpvEVIa cvuokevacio kuyelav (blister) tov 7
dokiwv.

15. Hpepopnvio terevtoiog avafe®@pnong Tov GUALOV 00NYLOV YPNONS

{MM/EEEE}

Aentopepeic MANPoPopieg Yo To €V AGY® KTNVIATPIKO QUPUAKEVTIKO TPOoidv givar dStobEaieg ot
Baomn dedopévav g EE yio ta ktnviarpikd mpoidvto (https://medicines.health.europa.eu/veterinary).

16. Xtoyeio emkKowvoviag

Kdroyoc tne ddsioc kukhopopiog kKot vrevhuvoc Yo TNV amodECILEVCT) TOV TOPTIOWV:

VIRBAC

1% avenue 2065m LID
06516 Carros

France

Tomkol avIIpOGMTOL KOl GTOLYELO ETIKOVAOVIOC Y10 TNV 0VAQOPQ THOVOAOYOUUEVAOV aVETLOOUNTOV
EVEPYELDV:

Belgié/Belgique/Belgien Luxembourg/Luxemburg
VIRBAC BELGIUM NV VIRBAC BELGIUM NV
Esperantolaan 4 Esperantolaan 4

BE-3001 Leuven BE-3001 Leuven

Tél/Tel: +32-(0)16 387 260 Belgique/Belgien
phv@virbac.be Tél/Tel: +32-(0)16 387 260

info@virbac.be

Ceska republika Magyarorszag
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VIRBAC Czech Republic, s.r.o.
Zitavského 496

156 00 Praha 5

Ceska republika

Tel: +420 608 836 529

Danmark

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

TIf: +45 75521244
virbac@virbac.dk

Deutschland

VIRBAC Tierarzneimittel GmbH
Rdgen 20

DE-23843 Bad Oldesloe

Tel: 49 (4531) 805 111

Eesti

OU ZOOVETVARU
Uusaru 5

EE-76505 Saue/Harjumaa
Eesti

Tel: + 372 56480207
pv@zoovet.eu

EArGoo

VIRBAC EAAAZ MONOIIPOXZQITH A.E.

13° vl E.O. ABnvav - Aapiag
EL-14452, Metapopewon
TnA: +30 210 6219520

info@virbac.gr

Espafia

VIRBAC ESPANA, S.A.

Angel Guimera 179-181

ES-08950 - Esplugues de Llobregat
(Barcelona)

Tel: + 34 (0) 93 470 79 40

France

VIRBAC France

13%™ rye LID
FR-06517 Carros

Tél: + 33800 7309 10

Ireland

VIRBAC IRELAND
Mclnerney & Saunders
38, Main Street
Swords, Co Dublin
K67E0A2
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VIRBAC HUNGARY KFT
Vaci utca 81. 4 emelet.
HU-1056 Budapest

Tel.: +36703387177
akos.csoman@virbac.hu

Malta

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Franza

Tel: +33 (0) 492 08 73 00

Nederland

VIRBAC NEDERLAND BV
Hermesweg 15

3771 ND-Barneveld

Tel: +31 (0) 342 427 127

phv@virbac.nl

Norge

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding
Danmark

TIf: +45 75521244
virbac@virbac.dk

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27
A-1180 Wien

Tel: +43 (0) 1 21 834 260

Polska

VIRBAC Sp.z o.0.

ul. Putawska 314

PL 02-819 Warszawa
Tel.: + 48 22 855 40 46

Portugal

VIRBAC DE Portugal LABORATORIOS LDA
Rua do Centro Empresarial

Edif13-Piso 1- Escrit.3

Quinta da Beloura

PT-2710-693 Sintra (Portugal)

Tel: 00 351 219 245 020

Slovenija

MEDICAL INTERTRADE d.o.o.
Brodisce 12,

1236 Trzin

Slovenija

Tel: + 386 1 2529 113


mailto:akos.csoman@virbac.hu
mailto:phv@virbac.nl
mailto:virbac@virbac.dk
mailto:info@virbac.gr

Republic Of Ireland
Tel: +44 (0)-1359 243243

island

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros
Frakkland

Simi: 33 (0) 4 92 08 73 00

Italia

VIRBAC SRL

Via Ettore Bugatti, 15
IT-20142 Milano

Tel: +3902409247 1

Kvmpog

EAAAY MONOITPOZQITH A.E.
13° vl E.O. ABnvav - Aapiag
EL-14452, Metapoppwon

TnA: +30 2106219520
info@virbac.gr

Latvija

OU ZOOVETVARU

Uusaru 5

EE-76505 Saue/Harjumaalgaunija
Tel: + 372 56480207
pv@zoovet.eu

Lietuva

OU ZOOVETVARU
Uusaru 5

EE-76505 Saue/Harjumaa
Estija

Tel: + 372 56480207
pv@zoovet.eu

Romania

Altius SA

Str. Zagazului nr. 21-25, Corp A, et 8 si 8A
Ap. A8.2, sect 1, Bucuresti, Romania

Tel: + 40 021 310 88 80

farmakovigilanca@medical-intertrade.si

Slovenska republika
VIRBAC Czech Republic, s.r.o.
Zitavského 496

156 00 Praha 5

Ceska republika

Tel: +420 608 836 529

Suomi/Finland
BIOFARM OY
Yrittajantie 20

FI-03600 Karkkila
Puh/Tel: +358-9-225 2560
mikko.koivu@biofarm.fi

Sverige

VIRBAC Danmark A/S Filial Sverige
Box 1027

SE-171 21 Solna

Tel: +45 75521244
virbac@virbac.dk

United Kingdom (Northern Ireland)
VIRBAC IRELAND

Mclnerney & Saunders

38, Main Street

Swords, Co Dublin

K67E0A2

Republic Of Ireland

Tel: +44 (0)-1359 243243

Peny6smka borarapus

EPI'OH MUJIAHOBA EOO/

c. bepnoxuuna 2222, Coduiicka obnact
Peny6nuka boarapus

Ten: + 359 359888215520
ergonood@gmail.com

Hrvatska

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros
Francuska

Tel: 33 (0) 492 08 73 00

IMao omoadnmote TANPOPOPIN GYETIKA LE TO TAPOV KINVIOTPIKO PUPHOKEVTIKO TPOIOV,
napokareicOe vo anevBuvbeite 6TOV TOTIKO AVTITPOGHOTO TOL KATOYOL TNG AOELNG KUKAOPOPING.

17.  Alheg minpogopieg

H epodvion g kadonBovcg veptpo@iag Tov TPosTAT Eival PLGIKO ETAKOA0VOO TNC YPAVOTC.
Ileprocdtepo amd to 80% tov apoevik®dv oKOA®V NAKiag ave tov 5 ¥pdvav givat


mailto:mikko.koivu@biofarm.fi
mailto:info@virbac.gr
mailto:pv@zoovet.eu

npocPepfinuévorl. H xadonOng vreptpopia tov Tpootdt givar  avénon tov peyéBoug Kot Tov
OYKOL TOVL TPOGTATN TOL OPEILETOL OTNV TEGTOOTEPOVI. AVTO UTOPEL VO TPOKAAEGEL TOALOTAL
KoL U1 €101KH KMVIKG GUUTTOHOTO, OTOC TOVO GTNV KOWAUKT XOPA, SVCKOAIEG KUTA TNV
aQOOELGT] KOl OVPNOT), OLUATOVPI0 KOl KIVITIKES SUCAEITOLPYIES.
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