DOYAAO OAHT'TQN XPHXHX:
Ketosol, 100 mg/ml evéoipo draivpa yro foogdn, yoipovg Kot droyo.

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAYX KAI
TOY KATOXOY THX AAEIAX TAPAXKEYHX I1OY EINAI YIIEYOGYNOX I'TA THN
AIIOAEXMEYXH IMAPTIAQN, E@OXON EINAI AIA®OPETIKOI

Kéatoyog ¢ dds1og KuKAOQOPiag Kol TopooKELAGTNE VEEVHVVOC Y10 TV OTOGEGUEVCT] TOV TOPTIO®V:
Interchemie Werken De Adelaar Eesti AS

Vanapere tee 14, Piilinsi, Viimsi

Harju County 74013

Estonia

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Ketosol, 100 mg/ml evéoipo dtdAvpa yio foogidn, xoipovg Kat GAoya
Ketoprofen

3. XYNGOEXIH XE APAXTIKH(EX) OYZIA(EX) KAI AAAA XYXTATIKA

Kd&0e ml mepiéyet:
ApPOUcTIKO GVGTUTIKO:
Ketoprofen...........ccccvvenenne. 100.0 mg

"Exdoya:
Benzyl alcohol (E1519)......10.0 mg

Evéoo d1dAvpa.
Awoyég, eEAaPP®G KITPIVOTO SIIAVUO OTOUAAAYLEVO 0TO OPATH COUATION.

4. ENAEIEH(EIY)

Booson:
Noonuota wov oyetilovratl pe eAeypovn, Tévo 1 mupetd:
- AOWOEELS TG AVOTVEVGTIKNG 0600.
- paortitida.
- 00Te0aPOPIKEG Kol LVOCKEAETIKEG SLATAPOYES OTMS YOAOTNTA, apOpiTida.
-yl T 61ELKOALVGT TNG £YEPONG ILETA TOV TOKETO.
- TpadUATA.
Omov eivar amapaitnto 1 ketompoeaivn Bo Tpémel va cuvovaleTol pe KOTAAANAT avTIKPOPLoK
Oepameio.

Xoipou
Noonuota mov oyetilovratl pe eAeypuovn, Tévo 1 mupetd:
- Xovopouo Emroyeiog Aveyora&iog (PPDS) (Zvvdpopo Moaotitidag Mntpitidag Ayora&iog
(MMA)).
- AOWUDEELG TNG AVOTVEVOTIKNG 0000.
Omov eivor amapaimto 1 ketompogaivn 0o mpémel va cuvovaleTol pe KOTAAANAT aVTILKPOPLOKT
Oepomeia.

Aloya.:



Noonuata mov ennpedlovv 10 06TE00PHPIKO Kl TO LVOCKEAETIKO GCVGTNLA Kol TOV oyeTilovTot pe 0&D
TOVO KOl PAEYHOVI:

- YOAOTNTO TPOVHOTIKNAG TPOEAEVLOTC.

- oapBpitda.

- 0oTElTId0.

- tevovtitda, Buraxitida.

- oULVOPOLO TOV GKOPOELDOVG,.

- @Aeypovn| TOV TPOGOTALOL.

- pvooitidoa.
H xetompopaivn gvdeikvotal niong ylo. LETEYYEPNTIKY QAEYHOVY Kol GUURTOUATIKY Ogpaneio TV
KOAK®OV.

S. ANTENAEIZEIX

No prn gp1OYLOTOLEITOL GE TEPMTMOELS YAGTPEVIEPIKOD EAKOVE N ALOppayiag.

Na pn gp1oYLOTOLEITOL GE TEPMTMOCELG KAPIIUKNG, NTOTIKNG 1] VEQPPIKNG VOGOU.

No 1 ¥pNOOTOLEITOL O TEPMTMOTELG VIEPELALGONGING GTN OPUCTIKN 0VGIN 1) G KATOL0 aTd TOL
£KkdoyaL.

Na pn gp1oYoTolEiTal GE TEPIMTMOCELG SVOKPUGIOG TOL OLULATOG, SLOTAPUYES TNKTIKOTNTOG 1)
OLLOPPOYIKNG 0160e0mG.

Mn yopnyeite GAAQ U GTEPOEION AVTIQAEYUOV®DOT Papuake (MEAD) Tavtdypova 1 EvIog 24 mpmv
70 évoL amd 10 GALO.

Na pn gpnowonoieitar o€ yoipovg mov maoyovv and PMWS (IToAvovotnuikd covépopo
e€acOévnong HeTd ToV amoyOAUKTIGUO).

6. ANEINNIOYMHTEX ENEPTEIEX

Onwg 6A0 T MZAD, Ady® TG SpAomg TOVG GTNV AVAGTOAN TNG GVVOESNS TOV TPOCGTAYAAVOIIVAV, GE
oplopéva dTopa propel vo, vdpyel TBavOTNTA YOOTPIKNG dSvoaveEiag 1 LEIOUEVNG VEPPIKNG
Agttovpyiag.

AMEPYIKES OVTIOPACELS UTOPEL VO ELPOVIGTOVY TOAD GTAVI, OTIV TEPITTOOT AT 1 Oegpaneio Ba
TPENEL VO, S10KOTEL.

O1 eVOOUVTKEG EVETEIC LTOPEL TEPIOTAGLUKE VO TPOKAAEGOVV TAPOIIKO £peOITUO.

H emavaiapfavopevn yopnynon o€ yoipovg pmopei va 0dnNynoel oe avactpéyiun avopeéia.

H ocuyvoémta tov avemBountov evepyeldv kabopiletal ¢ akoAovbmg:

- oAb cuyvn (Teprocdtepo omd 1 oto 10 {da Tapovctdlovy avemBOUNTEG EVEPYEIEG KOTA TN
dudpkela TG Bepameiog)

- ovyv1 (TteplocoTepo amd 1 aidd Aydtepo amd 10 {da ota 100 vid Bepameio (da)

- un ovvnBopévn (tepiocotepo and 1 aAAdd Arydtepo amd 10 {da ota 1000 vrd Bepaneio {ha)
- ondvia (tep1ocotepo and 1 akid Atydtepo amd 10 {da ota 10.000 vd Bepaneio {dar)

- oA omavia (Ayotepo omd 1 ota 10.000 vid Oepancio (o).

Edv mapatnpnoete omoladmote avemBountn evEPyeLd, OKOUO KOt OV OEV OVOPEPETUL GTO EGCOKAEIGTO
®vAho Odnyidv Xprong 1 apPAAETE Y10, TNV OTOTEAECUATIKOTITA TOV QUPUAKOV, TapakareicOe va
EVNULEPDGETE GYETIKMG TOV KTNVIATPO GOC.

EvaAdoktikd kdvte yprion Tov Bvikoh cueTHLOTOS avapopds:
EBvikdc Opyaviopuog Gapudkmv

TnA: +30 2132040213

E-mail: vetpharmacovigilance@eof.gr




7. EIAH ZQOQN

Booe1o1, yoipot, droya.

8. AOXOAOI'TA T'TA KAGE EIAOZ, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Booe1on: EvoopAéPia 1 evdopvikn ypnon.

Xoipot: Evéopvikn ypnon.

Aloya: EvooeAéfia ypron.

Booe1dn: 3 mg ketonpopaivng/kg copatikod Bapovg (mov avtiototyei oe 3 ml Tpoidvtog ava 100 kg
COUATIKOV BApoug), xopnyobueva pe evoopAEPia 1 fabid evéopvikn Eveon pia popd v nUéEPA Yo
€m¢ Kol 3 SadoYIKES NIEPEG.

Aloya: 2,2 mg ketonpopaivng/kg copatikod Bapovg (mov avtiotolyei oe 1 ml mpoidvtog ava 45 kg
COUATIKOV BApovg), xopnyovueva e evOOPAEPLa Eveon pio @Opa TNV NUEPA Y10, £OG Kol 3-5

LSOy IKES NUEPEC,.

INo va avtipetomiotel o koAkog, o éveon gival cvvnBwg apketh. [pv and kabe emdpevn éveon
OTTOLTEITOL EMOVEKTIUNOT TNES KAMVIKNG KATAGTAGTG TOL 0AGYOV.

Xoipot: 3 mg kerompopaivnc/kg copatikov fapovg (mov avtiotoryel o 3 ml wpoidvtog ava 100 kg
ocOUATIKOV Bapovg), xopnyovueva dnaé pe Pabdid evdopvikn éveon .

To ghaotikd Topa propei va dtotpnOei pe acpdrela €og kot 20 popéc.

Kotd v tovtoypovn Bepaneio opddmv (dov (xoipwv), xpnoiorotote pio BeAdva dviAnong
QOPUAKOV OV £yl TomobeTn0el 6TO TOWA TOL ELAATIOV YO VO ATOEVYETE TNV VITEPPOAKT d1dTpnomn
10V TONATOG. H Beddva dvtinong eopudkov Tpénet va apoipeitot petd tn Oepamneio.

9. OAHITEX I'TA TH XQXTH XOPHI'HXH

INa va eEaopaiiotel | coot doc0loYia, To cmpatikd Bdpog Ba mpénetl va Tpocsdiopiletarl 660 TO
duvatdv axpiféotepa.

10. XPONOX ANAMONHX

Booegion: Kpéag kot edmdipot wotol: 4 nuépeg
Tara: pndév mpec.

Aoy Kpéog kot edddyot 1otoi: 4 nuépeg
Agv emTPENETAL 1] YPNOT GE POPAOEG TOV TOPAYOVV YAAL Y10 AVOPOTIVY KATAVAA®OT).

Xoipou: Kpéog kot edddyot 1otoi: 4 nuépeg

11. EIAIKEX XYNOHKEX AIATHPHXHX

Noa puidooetal o€ 0éon, v omoia dev PAETOLY Kot dev TPooeyyilovy Ta Taldd.



To @appakevtikd avtd TPOidY dev amattel Wwitepeg cuvOnKeg Beprokpaciog yio Tnv eOAAEN TOL.
MeTd, T0 TPMTO AVOLYLLOL TG CTOLXEUDOOVG GLOKEVAGING U PLAGGGETE Gg Ogppokpacio peyolvTepn
tov 25°C.

Na QUAACTETOL GTNV 0PYIKN GLCKEVAGIO, TPOGTATELUEVO OO TO PG,

Na pn gpnoonoteital 0utd T0 KTNVINTPIKO QUPUOKEVTIKO TPOIOV UETA Ao TV nuepounvia AnENg
oL avaypaeetal oty etikéta. H nuepounvio Aéewg cuumintel pe v teAevtaio nUEPO TOV

GLYKEKPYEVOL PNV

Aldpxeto Cong LETA TO TPMOTO AVOLYLLO. TOVL TEPIEKTT: 28 MUEPEG.

12. EIAIKH(EX) ITPOEIAOIIOIHXH(EIY)

Ewwn wpocidonmoinon(eig) yio kabe gidog {dov:
Koapia.

Ewu) mpogvriaén yia t yoprynon ota {oa.:

H ypnon og onowodnmote {do nAkiog pikpdtepng tov 6 efSopddmv 1 o nAktopéva (oo propei va
evéyel emmAéov xivouvo. Edv avti n ypnom dev pmopel va amoeevydei, ta {da pmopel va ypelactodv
UELMUEVT) OOCT KOl TPOGEKTIKY dlayEipion.

No amopevyetar n ypfon o€ {®a Ue aQLOATOOT, VIOYKAia, 1 VITOTOoT KaODG vIdpyel TOAVOC
KIvOLUVOG ALENUEVIC VEPPIKNG TOEIKOTNTOC.

No amopedyetal n evooapTnploKn Eveot).

AOY® ENAEWYNG LEAETMV AGPAAELNG VO, LTV YPNCYOTOLEITOL GE TOVAAPLO NAKING KATM TV 15 nuepmv.
Agv Ba mpémel va yivetor vépPacm g cuVIGTOUEVNG dOOTG N TNG dLdpKeLag TG Bepomeiog.

[Ipémer va. dracpariletor ava TAGH GTIYUN N ETAPKNG TPOSPACT GE TOGIUO VEPOD.

ISwaitepec TpoovAdEsic mov wpémel vo AouBavoval 0d To GATOUOo TOL YOPNYEL TO OUPUAKEVTIKO TPOIOV
oe (oo

Evdéyetan va gupaviotodv avtidopdoelg vaepevaictneiog (depuatikd e&avOnua, kvidmon). Atouo pe
YvooTh vrepevaictncio oty Ketompopaivn kovn ot Pevioiikn adkooin Oa mpénel va amo@evyouy
TNV ETAON LE TO KINVIATPIKO POPUAKEVTIKO TPOTOV.

No amo@evyetal 1 Tuyaio 0VTOEVEST. Xe TEPIMTMOT TUYOIOG AVTOEVESTG, aValNTNOTE AUECH LUTPIKY|
oLpPoVAN Kot OEIETE TO PUALO 0ONYIDV XPNOTG 1 TNV ETIKETA GTOV Y10TPO.

To mpoidv pumopel vo mpokaArécel epefiopnd HETA amd emaEn Le To dépua 1 Ta LAt No amopedyetal n
exTivagn oToyovidimv 6To dEPLLA KoL TO LLATLOL.

Y nepintwon enapng Ue o déppa, EemAvete TOAD KOAGQ e GOmOUVL Kol vepPd. Xe TEPITTOOT EMAPNG
pe o pato, EemAvvete TOAD KOAQ pe vepd yia 15 Aemtd. Av o gpebiopdc empével {nNTtoTe 10TPIKn
oLPovAT.

No mAévete KaAd ta xépa LETA amd TN YpN o).

Eyxvpocvvn:

Mmropel va yopnyn0et o £ykveg ayeAdoes.

AOY® EMAEYNC OESOUEVOV AGPAAELNG Y10 EYKVEG YOIPOUNTEPEG, VO YPNCIUOTOLEITOL LOVO GOUPDVE, [UE
TNV EKTIUNOT 0QELOVG/KIVODVOL amd Tov LITEVBUVO KTNVIiNTPO.

Noa pn ypnoonoteitol o £YKLEG POPAOES.

H acpdreln g xetompopaivng £xet depevvnbel og Eykva (do epyactnpiov, (apovpaiovg, movrikia
KOl KOOVEALQ) KOl 6 POOELON Kot OEV TOPOLGIOGE TEPATOYOVO 1) EUPPLOTOEIKN EMIdpaoN.

Coovyio:
Mmnopei va ypnooroindei oe OnAdlovoeg ayelddeg Kot YOIPOUNTEPEC.



AlMnAemdpdoelc pe GAAD QOPUAKEVTIKG TPOTOVTA Kol AAAEC HOPOES aAAAETIdpaoNC:

Mn yopnyeite GAlo un 6TEPOEdN AVTIPAEYUOVMOT @dpuake (MEAD), KOPTIKOGTEPOELDT], HLOVPTTIKA
veQPOTOEIKA PApLKO 1] OVTITNKTIKA TovTdYpova 1] EvTOg 24 @pdV To £va omd TO AAAO.

H xetompopaivn deopevetal og peyaro Babud e Tig TpmTEIVEG TAAGLOTOS Ko UTOPEL VO EKTOTGEL N
va ovTIkataoTodel amd GALO EAPIOKE DYNANG OEGIEVCTC GE TPMTEIVES, OTMG TO, AVTITNKTIKA.

H xetompogaivn umopei va avacteilel T cuocdpevuon OpouPoKVTTAP®V TPOKAADVTOS YOTTPEVTEPTKA
EAKN Kot EMOPEVMG OeV TTPETEL VAL YOPTYEITAL LE PAPLLOKA LLE TO 1010 TPOPIA avemBOUNT®V EVEPYELDV.

Ynepdoooroyia (cuuntduata, LETPA OVILETONIONG, OVTIO0TA):

H vrepdocoloyia pmopel vo TPOKAAEGEL YAGTPEVIEPIKO EAKOG, NTATIKN KOl VEPPIKT OVGAELTOVPYICL.
Mmropel va gpeaviotel avopeéia, ePeTOS Kot S1appota.

Edv mapatnpnbodv copntodpoto vrepdocoroyiag, 0o mpénet va EeKvioel cLUTTOUOTIKY Oepameio Kot
umopel va amorteiton 1 dokont tng Oepaneing pe Ketompopaivn.

Aocvpufototnec:
AOY® EAAEYNG HEAETOV GLUPATOTNTOG, TO TOPOV KTNVINTPIKO QUPUAKEVTIKO TPOIOV deV TPEMEL VAl
OVOUELYVOETOL PUE GALD KTNVIOTPIKE POPUAKEVTIKH TPOTOVTOL.

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

Ta @dppoka dev TPEMEl va amoppimTOVIOL UECH TOV ALDUAT®OV 1 TOV OIKIIK®V OToPANT®V.
YvuPovievbeite Tov KTviaTpo oag Yo Tov Tpdmo amdppyng TV ypnoipomombévioy eoapuakoyv. Ta
HETPOL VTA ATOGKOTOVV GTNV TTPOGTAGi0 TOL TEPPUAAOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAY EI'KPIZHX TOY ®YAAOY OAHI'TQN
XPHXEQX

11/2022
15. AAAEX ITAHPO®OPIEX

MéyeBog cuokevaciog:
Kovti amd yaptovi pe 1 graridio tov 100 ml

[Ma omoladNmoTe TANPOPOPiN GYETIKA LE OVTO TO KTNVIATPIKO QUPLUAKEVTIKO TPOTOV, EXIKOIVMVIGTE
LLE TOV TOMIKO aVTITPOGMITO TOV KUTOXOV TG AOEL0G KUKAOQOPTaG.

Tomkoc avritpdomnog
PA IMPORT OE
Mntpodmpov 22

TK 10441 Abnva

TnA: 2105120004
info@paimport.gr

TnA. Kévtpov Aninmpidoswv: 210-7793777



