B. ’YAAO OAHI'TQN XPHXHX




®YAAO OAHT'IQN XPHXHX:
Propalin 61pomt 40 mg/ml yio okdAovg

1. ONOMA KATAIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI TOY
KATOXOY THX AAEIAY ITAPAXKEYHYX IIOY EINAI YIIEYOYNOX ITA THN
AITIOAEEMEYZXZH ITAPTIAQN, E@OXON EINAI AIA®OPETIKOI

Kdatoyog g édetog KuKAOQOPIog Kol TOPACKEVAGTNS LEEVHVVOC Y10 TNV ATOOEGUEVCT) TOV TOPTIOMV:
VETOQUINOL S.A.

Magny-Vernois

F-70200 Lure

ToAria

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Propalin 61pomt 40 mg/ml yio okdAovg

Phenylpropanolamine

3. XYNGOEXH XE APAXTIKH(EX) OYXZIA(EX) KAI AAAA ZYXTATIKA
Ka0e ml mepiéyet:

APUGTIKO GLOTATIKO:

Phenylpropanolamine (as hydrochloride).................. 40,28 mg

(1oodvvapo pe 50 mg phenylpropanolamine hydrochloride)

"Exdoya, gs

Aypopo £0¢ EAAPPOS KITPIVO-KAPE SLAALLLAL.

4. ENAEI=ZH(EIYX)

Ogpameio NG AKPATELNG TOV OVPOL 1) 0moia GYETILETAL PE TN YOAAPOGT) TOL TOVOL TOV GOLYKTNHPO TNG
ovpndpac 6Tovg INAVKOVE GKLAOLG,.

H amoteleopatikémro el amodeybel povo oe OnAvkodg okOAOLG GTOLG Omoiovg £xel yivel
wobnKvoTEPEKTOUN.

S. ANTENAEIZEIX

H ypnon tov Propalin dev gvdeikvuton yia m Bepaneio T@V COUTEPLPOPIKDY OLTUOV TNG 0VPNONG GE
aKOTAAANLO HEPOC.

Na pn yopnyeitan oe acBevr {da mov Aappdvovv Oepameion pe U eKAEKTIKODS OVOGTOAEIG NG
LLOVOOUIVOEEOAGNC.

Noa pn xopnyeiton oe {oa pe yvooT vrepevoictncio ot dpactikny ovsia 1 To £kd0YO.

6. ANEINNIOYMHTEX ENEPI'EIEX
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Ta cvumadnTiKopunTKd @Aappoke Umopel vo TPOKOAEGOLV TOAD omdvia €va gvpld QAU
avemBOUNTOV  EVEPYEIDV, Ol TEPIGOOTEPEC €K TOV OMOIWV HIHOVVIOL TO OTOTEAEGUATO TNG
VIEPOIEYEPONG TOV CLUTAONTIKOD VEVPIKOD GLGTHUOTOS OTMG EMOPACELS GTOV KaPOloKO pLOUd
(toukapdio (awEnpévog Kapdlakds puiuog)) N emdOPAcEIS TNV Tieon Tov aipotog (avénuévn mieon
TOV O{HLOTOG), OL OTTOIEG UTOPOVV VO TPOKOAEGOVV TPOTEIVOLPIa.

Ye MOAD OMAVIEG TMEPUTTAOGEIS EVOEYETOL V. EUQOVICTOVV (dAN, peimon g opeéng, appvbuia,
KaThppevon, embetikdtnto, VIEPKVNTKOTNTO (CLUmEPAaUPAVOUEVS TG avnovyiag), ToAivduyio
(awénuévn Aym vepov), morvovpia (avénuévn ovpnon), ata&io (EALELYN GLVTOVICUOD), ETIANTTIKN
Kpion Kot vepevasOncia.

"Exovv omavimg avaeepbei dtappora/vdapn kOmpava, EUETOS Kol AnBapyog.

H ovyvomta tov avembountov evepyeimv kobopiletar o akorlovlwg:

- TOAD ovyvn (meprocotepo and 1 ota 10 {da mapovctdlovv avemBOUNTEG EVEPYELEG KOTA TN SLOPKELL
¢ Oepameiog)

- ovyvn (teprocdTepo amd 1 aAld Aryotepo and 10 {da ota 100 vd Bepaneio L)

- un ovvnBopévn (meprocdtepo amd 1 aldd Arydtepo amd 10 Loa ota 1.000 vrd Oepaneia {da)

- ondvia (mepiocdtepo amd 1 aAdd Ayotepo and 10 {da oto 10.000 vro Bepomeio Cda)

- ToAV omdvia (Mydtepo amd 1 ota 10.000 vd Bepaneio (o, CLUTEPIAAUPAVOUEVOV LELOVOUEVOV
avapoOpPAOV).

Edv mapotmpnoete omoladmote avemBOHun T eVEPYELD, KOO KOL OV OEV OVAPEPETOL GTO ECHKAEICTO
OOAL0 OdNY1dV Xpnong 1 apPPAAETE YLl TNV OTOTEAEGUOTIKOTITO TOV QAPLLAKOL, TapakaAeicOe va
EVNUEPMDOETE GYETIKMG TOV KTNVIOTPO GOG.

EvaAloktikd kdvte xpnon Tov €BviKod GUGTHIOTOS OVAPOPAS:

EALada

EbBvucoc Opyoviopodc Gapuakmv
Meooyeiov 284

GR-15562 Xolapydg, ABnva

TnA: +30 2132040213

E-mail: vetpharmacovigilance@eof.gr
Iototomoc: http://www.eof.gr

7. EIAH ZQOQN

YKkOAOL.

8. AOXOAOTIITA I'TA KAGE EIAOZ, TPOIIOX KAI OAOX(OI) XOPHI'HXHX
H cuvictopevn d6om tov Propalin eivan 1 mg/kg copatikov Bapovg 3 popéc v nuépa oty Tpoen,

nov avtotowel oe 0,1 ml Propalin opoém / 5 kg copatikov Bapovg (dnA., otn dwfdaduion g

mapeyOUeVNS cupryyas Yo 5 kg), 3 popég v nuépa.
O puOuOS amoppdPN oG ALEAVETAL EAV TO TPOIOV YOPNYELTAL GE VNGTIKO GKOAO.

9. OAHI'IEXI'TA TH XQXTH XOPHI'HXH

Koapia.
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10. XPONOX ANAMONHX

Agv gpappoletar.

11. EIAIKEX XYNOHKEX AIATHPHXHXZ
Na puAdoceton oe Bon, TV omoia dev PAETOLY Kat dev Tpoceyyilovy o Tod1d.

Noa un puAdooetal oe Beppokpacio peyorlvtepn tov 25°C.
dvrdcacete T QLAY 6T0 EMTEPIKO KOVTL Y10 VO TNV TPOCTATEVGETE OO TO PG,

Noa pn ¥pnoyonoleite avtd T0 KITNVIATPIKO QOPUOKEVTIKO TPOIdV LETA TNV Nuepounvia ANEng mov
avaypaogetor otnv etikéta petd ™ AHEH. H nuepounvia AMéemg ovumintel pe v tedevtaio nuépa
TOV GUYKEKPLUEVOL U VAL

Avgpxreta (NG HETA TO TPDOTO AVOLYLLOL TNG GTOLYEWDOOVG CLOKEVAGTING: 3 UNVEG

12. EIAIKH(EX) IIPOEIAOMIOTHZH(EIX)

E1dwn mpoovAiaén yia n yopnynon ota (oo

AOY® TV TOAD YoUNA®V d0CEWV TOL TPEMEL Vo, Yopnyndovv Kot yio va amo@evybel omoloconmote
Kivovvog vtepdocoroyiog, To (o mpémet va {uyileTot Kot 01 GUVIGTMOUEVES OOGELS TPETEL VO, TNPOVVTAL.

H oawvlonporavolapivy, éva ooumanTikopuntikd @OappoKo, Umopel vao  €MNPEACEL  TO
KOPOYYEWKO cVOTNUA, EWOIKA TNV TESN TOL GiNOTOC Kol TOV Kapdlakd pvOud kot Bo mpémel va
ypnoonoteital pe Tpocoyn ota {da pe Kapdloyyelokés Tabncels.

Oa mpénet va diveton mpocoyn otn Bepancio dmv Ta omoia Thoyovv amd cofapr) VEQPIKN N NTOTIKN
OVETAPKELD, GOKYOp®ON OafnTn, VIEPAEITOVPYIO TOV EAOWOD TOV EMVEPPOI®V, YAAOKOUA,
VIEPOBVPEOEIOIGHUO 1 AALEG HETAPOATKES dLOTOPOYES.

e Inlvkole okvAovg nAkiog pikpoOTEPNS TOV £vHG £Tovg Ba Tpémel Tpv T Bepameio va diepevvdton
1N THAVOTNTO AVATOUIKOV S10TOPAYDV TOV CLUPAALOVY GTNV OKPATELL TOL OVPOV.

Idwaitepec mpoouAdEelc mov mpémer vo Aaufdvovtor amd To GTOUO TOL YOPNYEL TO KTNVIOTPLKO
QoPpUoKEVTIKO TPOoidv oe Lmo:

H vopoyrwpikn pavvrompomavorapivn givar toikn étav Anedel amd to otdpo 68 VTEPOOGOLOYICL.
Ot avemBounteg evépyeteg givor duvatov va meptrappdavoov (oAn, TovokéParo, vavtia, admvia M
avnovyia kot avEnon g wieong Tov aipatos. Yynin vrepdocoroyia prnopel va amofel Bavartneopa,
€101KA Y10 TOL TOLOdL.

Mo mv aropuyn Katd AGOog KATATOO™NS, TO TPOIOV TPEMEL VO YPNCLUOTOIEITOL KO VO PLAACCETOL
pokpld omd to toudd. [évta va eravatomobeteitol 1o OO oc@aAeiog LETA TN ¥PNON.

Y mepintwon mov katd AaBoc vrapEel katdmoot, va avalntioete opécms Tptkny fonbeta Kot va
emoeiete 6TOV 10TPO TO EGOKAEIGTO PVALO 0O YLDV YPT|OTG.

Ye mepintoon Kotd AA0og emaeng Ke To dEPUM, TAVDVETE TN LOAVGUEVT] TEPLOYN LE GOTOVVL KOl VEPOD.
[TAOvete ta xépla LETA TN (PNION TOL TPOTOVTOG.
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e mepintoon Katd Aabog emagng pe ta pdrtio, EEMAOVETE Ta e Kabapd vepd yio 15 Aemtd g dpag
TEPIMOL Kol avalNTNOTE WTPIKT GLUPOVAT.

Eykvuocbvn kot yorovyio

Na pn yopnyeital oe ONAvKovG GKHAOVS TOL KLOPOPOVV 1| YOAOVYOVV.

AlnAemidpdoelc Le GAAL QOPUOKEVTIKO TPOTOVTO KOl GAAEC LOPOEC aAANAETIOpOCNC:

Oa mpémel vo diveTon TPocsoyn otn yopnynon tov Propalin cipomt pe dAlo cuumadnTUCO LU TIKA
QAPLLAKO, OVTLYOAMVEPYIKA QAPLLOKOL, TPUKVKAIKA avTIKOTAOAMTTIKG 1] €101K0VG TOUTTOL B avastoAeic g
HovooutvoEEddonc. Aev tpémetl va ypnotponoleitoan o€ acheviy {da mov Aapfavovy Bepameia pe un
EKAEKTIKOVG OVOIOTOAEIG TNG LOVOOUIVOEELDAONG.

Yrepdoosoroyio (copumtduoto, UETPO. OVIIUETMOTLCNC, OVTIO0TO):

X vylelg oxvAoVG, dev mapaTPNONKAY avemBouNTeg EVEPYELEG PETA 0 YopNynomn d0ong STAdotag
NG GLVIGTOUEVNC. Q0TOGO, 1 VITEPSOGOAOYIN TS POVVAOTTPOTTAVOAAUIVIG o LTOopovGE VO ETPEPEL
GUUTTOUATO VIEPOLEYEPTNG TOV GLUTAONTIKOD VELPIKOL cuoTiuatos. H Bepaneia Oa mpémetl va givar
GUUTTOUATIKT. X€ TEPITT®ON coRapng VITEPOOGOAOYING UTOpEl va efvarl KOTAAANAN 1| yopynon dAa-
AOPEVEPYIKAV OMOKAEIGTAOV. Q6TOGO, dev pmopel vo 00el cLYKEKPIUEVT] GVOTOCT YlO. QAPHOKO 1)
docoloyies.

13. EIAIKEX  ITPO®YAAZEEIX  AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

Ta edppoka dev TPETEL VAL ATOPPITTOVTOL LECH TOV AVHATOV 1] TOV OIKIOK®OV OTOPANTOV.
Svpupovievbeite Tov KTNVIOTPO GOC 1N TOV QOPUOKOTOLd COG Yo TOV TPOMO OmOPPYNG TV
¥pNooTomBEVTIOV eapuakov. Ta HETpa aVTd ATOGKOTOVY GTIV TPOGTAGIN TOL TEPPAALOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHI'TQN XPHXEQX

03/2024

15. AAAEXZ ITAHPO®OPIEX
ATOKAEIGTIKA Y100 KTNVIOTPLKY| YP1ON.

Doppokoduvoutkés 1010TNTES

To KMVIKO OamOTEAEGHO TNG (POLVLAOTPOTOVOAQUIVIG otV akpdtel Tov ovpov Pacileton ot
OLEYEPTIKT TNG OPAGT) GTOVG A-adPEVEPYIKOVG VITodoYElS. [Tpokadeitaor avEnon Kot otabeponoinon tov
TOVOL TOL GPLYKTNPa TNG oVPNOPAG, N OOl VELPOVETAL KVPIWG OO AOPEVEPYIKA VEVPOL.

H pawviompomavorapivn elvan éva pakepkd piypo tov D kou L evavtiopepdv.

DoapuokokvnTiKd ctoryeio

>10Vg 6KOAOVG, 0 HECOG YPOVOC Nuicelag CmNG TG POVLAOTPOTOVOLALIVIG elval Ttepimov 3 dpeg Kot
N HEYLOTN GLYKEVIPOGON OTO MAAGLO TOL aipatog mopotnpeitor mepimov petd amnd 1 opoa. Agv
TAPOTNPNONKE GLCCOPEVOT) PUIVVAOTPOTAVOALUIVIG LETA 0d yoprynom doong 1 mg/kg, 3 popég v
nuépa yo 15 nuépec.
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Ortav 10 TpoidV Yopmyeiton 6€ VNOTIKO GKOAO, 1 PLodtofesIHOTNTA ALEAVETOL OTLLOVTIKA.

Meyén cvokevaoiog:
Xaptwvo kouti pe 1 erain tov 30 ml pe cvpryya tov 1,5 ml
Xaptwvo kovuti pe 1 e1dAn twv 100 ml pe ovpryyo tov 1,5 ml

Mmnopet vo unv KukAo(QopovV OAEC 01 GUCKEVAGIES.

["o omoadnToTE TANPOPOPIN GYETIKE LE TO TAPOV KTNVIATPIKO PUPUAKEVTIKO TPOIOV, mopakaleiche
va anevhuvOeiTe GTOV TOMIKO AVTITPOGMTO TOV KOTOYOL TG AOELNG KUKAOPOPIaG.

ElLada

BAPEAAY A.E. Xnuwd kot Aloryvootikd
Elevbepiag 4, Knoowa 14564

EXLada

TnA: +30 210 52 81 900

e-mail: info@varelas.gr
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