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OYAAO OAHI'TQN XPHXHX



OYAAO OAHI'TQN XPHXHX

1.  Ovouaocio TOL KTNVIATPIKOV QOPUAKEVTIKOD TPOIOVTOG
LUTEOSYL 0,075 mg/ml evéoipo dtddlvpa yio fo0ogdn Kot yoipoug.
2% 2ovleon

Ka0e ml mepiéyst:

APUGTIKO GVGTOTIKO:

d-Cloprostenol (w¢ -Cloprostenol Sodium) ..........ccceeeveereveeniieeeciieenieeeieeenns 0,075 mg
"Exooya:
CRIOTOCTESOL ...ttt ettt sttt et e ste et e s eenee s 1 mg

Aly£g, Aypouo EVEGIO S1AALLE, YOPIG ALOPOVUEVH COUATION.

3. Eion {owv

Boogdn (ayeladeg) xat xoipot (cVEC).

4. OepamevTIKEg gvOEilelg

Boozg1o1] (ayehdoeg)

Evocieig yia v avomapayoyi]: cuyypoviclds 1 tpodxkinon oiotpov. [Ipdkinon toketov.
OepamevTiKn £voeln: wodnkikn dvciettovpyia (Tapapévov ®ypod COUATIO, WYPLVIKT KOGTN),
SloKOTN KLOPOPIiaG CLUTEPIAAUPBUVOUEVIG LOVLIOTTOINGN G EUPPVOV, EVOOUNTPITION/TVOU TP,
KkafvoTtepnuévn TaAVOpOUN O TG UNTPOG.

Xoipot (o¥gg)

Evoécigeig yio v avomapaywyn: [Ipdkinon toketoo.

5. Avtevoeiteig

No pnv ypnowomoteiton (kaf' OAN T d1dpKela TG KOMONG 1 LEPOVS AVTNG) EKTOS av €ivarl EmBuunTy
N TPOKANGT TOKETOL 1 1 O0KOTN TNG KONONG 0T0 MANIG0 aywyng. No unv ypnoilomoleital o
nepintewon vrepevacnciog 6To JPUCTIKO GLOTATIKO M G€ KAmol amd To €kdoyo. No unv
ypnoomoteitol og {da e GTAGTIKEG VOGOVE TOV OVOTVELGTIKOD 1] TOL YOGTPEVIEPIKOV GUGTI|LLOTOG.

6. Ewdkég mposidomon)oels

E1dkéc mpos1domomoelc:
Koapia.

[dwaitepec TPOPLAGEELS Y10 TNV 0c@aAn ypron oto. £id1 (dwv:

Onwg Kol pe TNV TOPEVIEPIKT XOPNYNOT 0mOl06oNTOTE ovaing, Oa mpémel vo Tnpovvtal ol Pacikol
kavoveg avtionyioc. To onueio g éveong mpénel va kabapiotel kol vo amoAvpovOel empuelmg
TpoKeEVOL va petmbel o kivouvog poAVVeNG amd avaepofio foktipia.



Xoipot: va ypnoomoteitar pévov 4tav eivar yvooty N akping nuepounvia onepuotéyyvons. No
yopnyeitar 1o vopitepo v 1131 nuépa kvoeopiag. Av TO KINVIOTPIKO QUPUOKELTIKO TPOIOV
yopnynOel vopitepa, evdéyetal va Bécel og kivouvo TN Procyodtnto Kot o fapog Tmv xoipidimv.

Idwitepeg mpo@uAdéelc mov mpémel va AouPBdvoviar amd To QTOUO 7OV YOPNYEL TO KTNVIOTPLKO
oopuakeutikd Tpoidv ce oo

H d-khompootevorn, onwg dheg ot mpootaylovdiveg Fao , pmopel va amoppoendei amd 1o dépua Kot vo
TPOKUAEGEL BPOYXOCTAGHO KOl AToBOAT).

H dueon emaen pe 1o déppa 1 Toug Prevvoyovoug Ba mpémet va amopevyetat. Ot £YKLEG YUVAIKEG, Ol
YOVOIKEG OTNV avamopay®ylkn nikio, kabmg Kot To dtopa mov macyovy omd doduo, Ppoyyikég
ToONGEIC N OTTOLOONTOTE GANO AVOTTVEVGTIKO TPOPANU TPETEL VO ATOPEDYOVY OTOAONTTOTE EXAPT 1)
VoL (PNCILOTOL0VV TAUGTIKA YAVTIO [Og YpHoNS 0TV XOpNYoLV TO KTNVINTPIKO QAPUAKEVLTIKO TPOTOV.
O yep1opdg TOV KINVINTPIKOD QOPUOKEVTIKOD TPOIOVIOS TPEMEL VAL YIVETAL LE TPOGOYN, MOTE Vo
aropegvyetor | TYXAIA AYTOENEXH 'H H EITA®H ME TO AEPMA.

e mepinTmon mov kAT AGBOC KAVETE 0LTOEVESN, VO ava{NTHoeTe aUécmg TPtk Pondela kot vao
emdeiEete oTOV 10TPO TO ECAKAEIGTO QOAAO OINYIDV YPNOEWMS 1 TNV ETIKETA TOV (OPLUKEVTIKOD
TPOIOVTOC.

Avo{ntiote ouécmG 10TPIKA GUUPOVAN GE TEPITTMON AVOTVEVGTIKNG SVGKOAING TOL OPEIAETAL GE
Tuyoio EIGTVOT N EMUOALVOT).

e mePIMTOON TUYOI0G EMAPNG LLE TO SEPLA, TAVVETE AUEGMG TO ONUELO e GamovVL Kal vePO.

Mnv tpdte, unv mivete kot pnv Kanvilete evod xepileote To KINVINTPIKO QUPLOKELTIKO TPOTOV.

Eyxvpocivn.
Na punv ypnoiponoteital (kad' 6AN T dtdpKeELD TNES KONONG 1] LEPOVG ALTNG) EKTOG av givor EmMBLUNTNA
N TPOKANGT TOKETOV 1 1] OLOKOTH TNG KOTGNG 6TO TAAIGLO ay®YNC.

AlMnAenidpaon pe GAAD QOPUOKEVTIKE TPOTOVTA Kol AAAES HOPPEC AAAAETIOpaoN G

Na unv ypnowonoteitar o€ (o mov Aappdvovv Bepaneio pe Pn oTEPOEION AVTIPAEYUOVMDOT|, KOOGS
avaGTEALETOL 1] GUVOEST EVOOYEVAV TTPOGTAYAUVOIVDV.

Mmnopet va avénbei n SpaoTikdTnTe GAADYV 0VCLOV OKVTOKIVIKNG OpAong LETA TN YopiyNnon
KAOTPOGTEVOANC.

Yrepdocohoyio:

Y& peréteg acpdretac, pe 10mAdoia Bepamevtikn 800, dev avoEEPONKAY aveTBOUNTEG EVEPYELEG.
Kobwg odev éxel opilotel ovykekpiyuévo avtidoto, o€ TEPITTOON VTEPOOGOAOYIOG GUVIGTATOL
CLUUTTOUOTIKY Oepameia.

Edikoi meplopiopol ypriong kot 10tkég cuvOnKeg ypnong:

Agv 10y0¢t

Kvpiec acvufatdtntec

AOY® EAleWYNG HeEAET®V GLUPBOTOTNTOC, TO TOPOV KINVIOTPIKO QOPUAKEVTIKO TPOIdV JEV TPEMEL VoL
OVOUELYVOETOL IE GALD KTIVIOTPIKG POPUOKEVTIKG TPOTOVTAL.




7. AvemOopunrta coppavra

Booe1dn kot yoipot

TToAV omdvio

(<1 {do / 10.000 vrod Oepameia {ha, GCOUTEPIAAUPAVOUEVOV TOV UELOVOUEVMY OVAPOPDV):

Avtidpaomn 6to onpsio g éveonc'
Oidnua oto onueio g éveong'

Agproydvoc yéyypouva 6To onpeio g £veong'

1 O1 tomikée Tomikéc avtidpaoec Adym ovaepoPrag Aoipméng oydovv 1dioitepa oty mepintwon tov
ayeAGd V.

H avagopd avembountov coppdviav eivar onpoavtiky. Emitpénet  cuveyn mapakorlobnon g
aoc@iAelng evog TPoiovtog. Edv mopatnpnoste omoladnmote avemBountn vEPYELd, KOO KoL OV O&V
OVOQEPETAL OTO EGOKAEITTO GUALO 00N YLDV ¥P1oNG 1 GUPPAALETE Y10 TNV ATOTEAEGLATIKOTITO TOV
QOPUAKOV, TOPUKOAEIGOE VO EMKOVOVICETE, KOTAPYAC, LE TOV KTNViaTpd coc. Mropeite eniong va
OVOPEPETE OTTOLAONTOTE AVETIOOUNTO GUUPAVTO GTOV KATOYXO TNG AdEG KUKAOPOPIG 1) OTOV TOTIKO
AVTITPOGHOTO TOV KOTOYOV TNG AOE10C KUKAOPOPIG YPTCLOTOIDVTAS TO, GTOLYEIN ETKOVOVING O6TO
TEAOG OLLTOV TOV PVALOL OOMNYIDV ¥PNONG, N HECH TOL €0VIKOD 0OG CLGTNUATOG AVAPOPAS:

EBvikdc Opyovioudg Gapudakov

Meooyeimv 284

GR-15562 Xohapyog, ABnva

TnA: + 3021 32040213

e-mail: vetpharmacovigilance@eof.gr

Iototomog: http://www.eof.gr

8. Aocoloyia Yo kG0g €id0g, TPOTOS KAl 0001 YopnyNoNS

AVTO TO KITNVIOTPIKO POPLOKEVTIKO TPOTOV TPoOPileTal OMOKAEIGTIKA Y10 EVOOUVTKN XpTom:

Booedn (aygldadeg): H cvviectopevn doon givor 0,150 mg d-khompootevoing/{do, icodvvaun pe 2
ml/{®o.

- lpéxinon oiotpov (emiong oe ayehddec e adOVaApO 1 GLOANAO 0ioTpo): XopNyNoTE TO KINVIATPIKO
QOPUAKEVTIKO TPOTOV 0oV kabopiotel 1 mapovsio wypod copotiov (6"-18" nuépa Tov KbdKAov). O
olotpog mapatnpeital kavovikd petd and 48-60 dpeg. [Ipayuatonomote onepuatéyyvon 72-96 dpeg
LETA TNV TTPOTYOOLEVT OLYMY].

Av dev mapoatnpn el oiotpog, emavardpete petd amo 11 nuépeg.

- Mpéxinon TokeTov: X0opNYNOTE TO KTNVIATPIKO QUPHOKELTIKO TPoidv petd v 270" nuépa g
Kvoopiag. O toketdc Ba mpémel va Eekivioet 30-60 dPeC LETA TV Ay®YN.

- Xuyypoviopog 0icTpov: XopnyNnoTe TO KTNVINTPIKO POPUOKEVTIKO TPoiov dVo @opég (ne 11 nuépec
dwpopd). [Ipaypotonomote texvnt oneppatéyyvon 72 Kot 96 dpeg petd tn dgvtepn Eveon.

- QoOnkuki} dveiertovpyia: Aeov kobopiotel n mopovsios @YPoD cwopATiov, YOPNYNOTE TO
KTNVIOTPIKO QOPUAKEVTIKO TPOIOV KOl TPOYUOTOTOMGTE GIEPLATEYYVOT KATA TOV TPMTO OIGTPO HETA
) Bepoameio. Av dev mapatnpnbei oiotpoc, diefaydyete kot GAAN poevTiky e&€Taon Kot EmavaAdPeTe
v éveon 11 nuépeg petd v npmtn Bepancia. I[paypoatomoote oneppatéyyvon 72-96 mpeg petd
T Bepameia.

- Evdopuntpitioe 1M mvopntpa: Xopnynote 1 6001 KINVIOTPIKOD (QOPLOKEVTIKOD TPOIOVTOG,.
EnravolaPete T Bepomeio 10-11 nuépeg petd, epdcov givat amapaitnto.

- Awekom kvo@opiog: XopnynoTe TO KTNVINTPIKO QOPUUKEVTIKO TPOIdV KATO TO TPMTO HGO TNG
Kvopopiag.

- Movpwomompévo éuppvo: Xopnynote 1 5001 KTNvIATPIKOU QOPUOKEVTIKOV TTpoidvioc. To éufpuo
oamofdrieton 3 | 4 nuépeg HeTd.

- KaBvotepnuévn malwvopounen g pntpos: Xopnynote 1 8001 KTNVINTPIKOD QUPUOKEVTIKOD
TPOTOVTOG Kat, av evdgikvutal, emavalaperte tn Oepaneio pio 1| 00 Popég pe pecodidoTnua 24 OpoV.




Xoipot (cbeg): H cvvictopevn doon givar 0,075 mg d-khompootevoing/Lmo, tooduvaun pe 1 ml/{do.
- Ipoéxinon tokeTov: Xopnynote T0 KINVINTPIKO QOPUAKELTIKO TTpoidv petd v 1121 nuépa g
Kvopopiog. EmavaAidfete petd amd 6 mpeg. Evolloktikd, 20 opeg petd v apyikn ooon d-
KAOTPOOTEVOANG, Umopel va yopnynbel éva dieyeptikd Tov poopntpiov (wkvtokivn M kapaloAoAn).
YOppova Pe T0 TPOTOKOALO SITANG xopnyNnons, o€ mepinov 70% TV TEPIMTOCE®V, 0 TOKETOG EEKIVA
20-30 dpec petd v TpaTn Bepameia.

9. Oonyieg o ™) o061 LOP1YNON
Onwc pe v TOPEVIEPIKN YOPNYNON OMOLACONTOTE OVCING, TPEMEL VO TNPOVVTOL Pactkol Kavdveg

avtionyiag. To onueio g éveong mpémel va kabopiotel kol va amoAvpovOel emuerdc, ®oTe va
pewmBet o kivovuvog Aoipwéng amd avaepofia faktipa.

10. Xpdvor avapoviig

Ayehaoeg:

Kpéag kot edddyot 1otoi: 1 nuépa.
I'ara: undév mpeg.

Yoec:

Kpéag kot edddyot 1otoi: 1 nuépa.

11. EIAIKEX XYNOHKEZX AIATHPHXHX

Noa puAdooetol o€ B€on, v omoia dev PAETOLY Kot dev Tpooeyyilovy T Todid.
DVAAGGETE TO PLOAIOIO GTO EEMTEPIKO KOVTI Y10 VO TPOSTATEVETOL OO TO PG,

Noa pn xpNOLUOTOLEITOL AVTO TO KTNVINTPIKO QUPUAKEVTIKO TPOIOV UETA TNV nuepounvia AM&ng mov
avaypaeetol otnv eTikéta, petd 1o «Exp.». H nuepounvia AMéemg coumintel pe v teAevtoio npépa

TOV CLYKEKPIUEVOL UNVAL.

Augpxela {ong Petd To TpOTO dvorypa Tov TEPEKTN: 28 NUEPES.

12. Ewwkéc mpogurderg amoppryng

Ta eapuoke dev TPETEL VO OTOPPITTOVTOL LECH TOV ADUATOV ) TOV OIKIUK®OV OTOPANTOV.
XPpNOOTOOTE TPOYPALLLATO ETICTPOPNG PUPUAK®OV Yo TV ATOPPIYN LN XPNCLOTOMBEVTOV
KTNVIOTPIKOV QOPUOKEVTIKOV TPOTOVI®V 1 GAL®V VAIKOV TOV TPOEPYOVIOL Omd Tr YPNoN TOVG
COUPOVE UE TIG TOTIKEG OTALTAOELS KOl PE TUYXOV 1oyvovTa eBvikd cuatiuata cvAloyne. To pétpa
OVTA OTOGKOTOVV GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

YvpPovrevbeite Tov KNViATPd GOC MTOV QOPUAKOTOD GOC Yo TOV TPOTO OTOPPYNG TOV
YAPNOWOTOINOEVTOV PAPUAK®V.

13. Ta&vépnon TOV KTNVIOTPIKAV QUPLIKEVTIKOV TPOTOVTMV

Noa yopnyeitor LOVOV Le KINVIOTPIKT GLVTAYY.

14. Ap1Opoi Gog10g KUKAOQPOPINS KUl GVOGKEVOGIESG



86392/22-09-2021

2VoKeLOoiEC:

1 yudAvo proridio Tov 20 ml o€ xapTivo KovTi.
5 yvdhwva eroridia Tov 20 ml o€ xapTivo KovTi.

Mmopel va, unv KokAo@opoOV OAEG 01 GLCKEVAGIES.
15. Hpepopnvio televtaiog avade®@pnong Tov QUALOV 00NYIAV YPNONG

04/2023
Aemtopepeic TANpopopieg Yoo T0 €V AOY® KTNVIOTPIKO QUPUOKEVLTIKO TPoidov givar dtobéoipec o
Baon dedopévav g EE yia ta ktnviatpikd mpoiovta (https://medicines.health.europa.eu/veterinary).

16. Xtoyyeio emkolvoviag

Kértoyog g ddetac kukAogopiac:
Laboratorios Syva S.A.

Calle Marqués de la Ensenada, 16
28004 MADRID

Spain

Tapaockevaoth VTEHOLYOC Y10 TNV OTEAELOEP®ON TOV TOPTIOWV:
Laboratorios Syva S.A.

Avenida del Parroco Pablo Diez, 49-57

San Andrés del Rabanedo

24010 Le6n—

Spain

Tomikol avTITPOCOTOL KOl GTOLYEIN, EXKOVOVING Y10 TNV avo@opd TOaVOLoYOOUEVOV aveTOOUNT®VY
EVEPYELDV:

IMo omolodNmoTe TANPOPOPIN GYETIKG LLE TO TOPOV KINVINTPIKO POPUAKEVTIKO TPOidV, TapaKoAeicOe
va amevhuvheite 6TOV TOTIKO AVTITPOGMTO TOV KATOYXOL TNG AOEWNG KUKAOQOPIOG.

EALGoa

Tomikoc avTimpdo®TOC:

Premier Shukuroglou Hellas S.A.
TnA: +30 210 6538061

Email: psh@premier.com.gr

21Oy El0 EMKOWOVING Y10 TNV avapopd mlovorloyouUEVOV OVETIOOUNTMV EVEPYELDV:
Premier Shukuroglou Hellas S.A.

TnA: +30 6947619393

E-mail: pvreport@premier.com.gr




