ITAPAPTHMA I

MEPIAHYH TON XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Recocam 20 mg/ml evéoypo didAvpa yio foogidn), xoipoug kat GAoya

2. HOIOTIKH KAI MOXOTIKH XYNGEXH
"Eva ml mepiéyet:

APUGTIKO GVGTOTIKO:

Meho&cdipn 20 mg
"Exod0y0:
Ethanol 150 mg

B\. Tov TApn Katdloyo ekdoOy®V 610 KePAAoto 6.1.

3. OPAPMAKOTEXNIKH MOP®H

Evéoyo d16Avpa.
Alowyég KItpvord StaAvpLa.

4. KAINIKA XTOIXEIA
4.1 Eion {oov
Booedn, yoipot kot GAoya.

4.2 OgpamevTiKég evocierg mpocsoropilovrag Ta €idon LoV

Boosn
Xpnoomoteitor o€ 0Egieg AvamvVeELSTIKEG AOUMEELC, GE GUVOVLAGHO LLE TNV KOTAAANAN ovTIloTikn

Oepameio, yio T pei®oN TOV KAMVIKOV CUUTTOUAT®OV GE BOOELDN.

Xprnoonoteital o€ d18pPolEG, G CLVOVAGUO LE GO TOV GTOUOTOS EVLOATIKY Depameia, Yl T
UElOT T®V KMVIK®OV CUUTTOUAT®OV 68 LOo)oue nMkiog peyadvtepng g 1 eféopddag kol o
HOCYidEG .

INo copminpopatikn Beponeio otV avTIpLETOTION TG 0&Eing LAOCTITIONG, GE GUVOLOCUO LE
avTtiflotikn Bepameio.

Xoipot

XPpNOOTOLEITOL O U1 LOAVOUATIKEG TOONOELS TOL KIVITIKOD GUGTHOTOC, Y10l T LEIWOT TV
CUUTTOUATOV TNG YOAOTNTOS KOl TNG PAEYUOVIC.

IMo copmAnpopatikn Bepomeio TNV AVTILETOMTION TNG EMAOYELNG CNWOLUIOG Kot TOSVALpiog
(cOvdpopo pootitidoag —unTpitidoc — ayoro&ing),6€ GUVOVAGHO LE TNV KOUTAAANAT ovTiBloTikn
Oepaneio.

Aloya

IMa gprion oV KeTOTPALVGT TG PAEYHOVIS KOl VOKODPLGT 00 TOV OV, TOG0 o€ 0&gieg 660 Kot
o€ YPOVIEG LVOCKEAETIKESG S1OTAPAYES.

Mo mv avakodeien amd Tov TOVo oV GYETILETAL [LE TOV KOAMKO TOV ITTOEOMV.

4.3 Avtevosigeg

BA\éme eniong xepdiato 4.7.



Na pn ypnoonoteiton 6€ GAoyo nAkiog LikpoTepng TV 6 BSOUAd®V.

Noa unv ypnoionoteital 6€ {O0 Pe HELOUEVT NTOTIKT, KAPSIOKN 1| VEQEPIKN AEITOLPYin Ko
QLLOPPAYIKEG SLOTOPAYES, 1] OTOL VITAPYOLV eVOei&elg PAAPDV Ao YooTPEVTEPIKA EAKT).

Na un ypnoyLonoteital 6€ mepintmon vaepevaicinoiog otn dpacTikn ovoia 1 6€ KATO10 amd Ta
£Kdoy0L.

IMa ™ Oepancio g diappoiag ota Pooeldn, T0 TPOIOV dev TPENEL Vo, ypnoipoToleital o {ma nAtkiog
pupdTEPNG TNG L10G EPOOUAdOC.

4.4 Eidwkég mposrdomou|oels Yo Ka0e gidog Coov
Kopia.
4.5 Iowirepec mpo@urders katd T ypfion

Idwaitepeg Tpo@LAGEEIC KoTd T yprion o€ (da

Edv dwumiotmBouv avemBounteg evépyeieg, Oa mpémel va dtokontetar 1 Oegpaneio kot va {nteiton n
GUUPOVAN KTNVIATPOV.

Na aropegbyetal 1 yprion oe cofapd apLOATOUEVA, VTOYKOUIKE, 1| VTOTAGIKE (ho, 6T omoia
OTOLTEITOL TOPEVTEPIKT] ATOKOTAGTOCT] TV VYPDV, O10TL VILAPYEL EVOEYOUEVOG Kivovvog To&ikwong.
Y€ MEPIMTOOT AVETAPKOVS OVaKOVPLOTG At TOV TOHVO, OTAV YPNCLUOTOLEITOL 0TN Bepameia Tov
KOAIKOD T®V MToed®V, O TPEmeL va YIVETAL TPOCEKTIKY EXAVEKTIUNGN TG O1dyvVOGN G, KoM anTod
pmopel va amoTeAEcEL £VOEIEN Yol OVAYKT) XEWPOVPYIKNG EXEUPAONC.

Idwaitepeg Tpo@LAGEEIG TOV Tpémet va AapPdvovion 0md To GTOO TOL YOPNYEL TO PUPUAKEVTIKO
poidv oe {ha

Toyaio 0vTOEVEST LE TO TPOIOV TOL ATOLOV TOL YOPNYEL TO GKEVAGLA TOOVOV VO TPOKAAECEL TOVO.
Atopa pe domotopévn vrepevaicincio oe Mn Ztepogidn Avtipieyuovaodn Oappoka (MZAD),
TPEMEL VO ATOPEVYOLV TNV ETAPT] LLE TO KTNVIATPIKO POPUAKEVTIKO TPOTOV.

Y€ mePIMTOON TOL KATA AAB0g KAVETE avTOEVEST UE TN PEAOVO TNG GVPLYYOS TOV TEPLEYEL TO PAPLLOKO,
va avalntoete apécmg Tpikn fondeia Kot va emdei&eTe GTOV 10TPO TO ECOKAEIGTO PLAAO 0ONYIOV
YPNOEMG 1| TNV ETIKETO TOV PAPHAKEVTIKOD TPOIOVTOC.

4.6 AvemOvunteg evépyereg (ovyvoTNTO Kol 6ofapoTnTa)

X KMVIKEC LEAETEG IOV Eytvay o€ oogldn, TapaTnpnOnKe ELAEPD TapodiKo oidn o 6To oNUEio TG
éveong, Letd omd vrodopla YopnyYNoN, o€ Toc0oTd PIKpdTEPO TOL 10%.

2to dhoya, propei va topatnpnoel mopoducd oidnua 6to onueio g £veong, To 0moio amodpapLEL
yopic Kapio exéupaon.

X MOAD GMAVIEC TEPMTMOELS, LWTOPEL VO EMGVPOVY OAVOPLANKTIKES AVTIOPACELS, Ol OTTOlEG EVOEYETAL
va givar coPapéc (evoeyouévamg kat Bavatneopeg), Kot Ba Tpénet vo avTiteTOmi{ovVTol GUUTTOUATIKA.

H ocvyvomto tov averbountov evepysimv kabopiletol wg akorlobbmg:

- ToAY ovyv1| (tepiocdtepo amd 1 ota 10 {dha mapovcidlovy avemBOUNTES EVEPYELES KATA TN dldpKELN
g Oepameiog)

- ouyvn (Teplocodtepo amd 1 adid Aryotepo amd 10 {oa ota 100 vid Bepaneio Cma)

- un ovvnOeuévn (tepiocotepo amd 1 adAdd Atydtepo amd 10 {da ota 1000 vd Oepaneio {ha)

- omavia (meplocotepo amd 1 ahdd Arydtepo amd 10 {da ota 10.000 vo Oepaneio {dor)

- oAU omavia (Ayotepo amd 1 ota 10,000 {oa).

4.7 Xpnfon katd Tnv kdnon, T yerovyio 1 TNV 0OTOKiG

Kvnon kot yolovyio:




Boog1on kat yoipou:
Mmropel va ypnoporomn el Katd tn StdpKeLd TG KONONG KOl TNG YOAOVYIOC.

Adloya:
Na pn ypnoponoteitar oe £YKveg 1 YaAoLyoHGeC PopPadeg.

4.8 Alniemopdocseig pe GAAG QOPRUKEVTIKGE TPOIOVTO KO GAAES pOPPES aAANAeTiOpaONG

Na un yopnyeital TavtdYpova [LE YAVKOKOPTIKOGTEPOELDT], AADL UN-GTEPOEIDT OVTIPAEYUOVMOT
QAPLOKO 1] LE OVTITNKTIKOVG TOPAYOVTES.

4.9 Aocoloyio Kol TpOTOS YOPRYNONG

Boosgon

Egdma& vroddpila 1 evéoeAéPia Eveon ot d6on tov 0,5 mg pero&ikaung/kg copatikov fapovg (SnA.
2,5 ml/100 kg copaticod Bapovg) o€ GuVILAGUO [E TNV KATAAANAT avTiflotikn Oepameio 1 pe tnv
omd TOV GTOUATOG EVLOATIKY Bepameio.

Xoipot

Epana evdopwikn éveon otn doom tov 0,4 mg peroéikdung/kg copatikov fapovg (dnA.

2,0 ml/100kg copatikod Bapovg), 6 GLVIVAGUO LE TNV KOTAAANAN avTiflotikn Oepomeia. Edv
amoteital, pmopel va yiver pa dgvtepn yopynomn peroucapng, LT amd 24 mdpeg.

Aloya

Eopdna& evéopiéfia éveon otn door tov 0,6mg/kg copotikov apovg (dni. 3,0ml/100kg copatikod
Bapovg).

T xpion oV KaTampauvon TS EAEYLOVIG KOl GTNV 0VOKOV(LoN omtd Tov TOVOo, T060 € 0&gieg 0G0
K0l G€ YPOVIEG LVOCKEAETIKEG OLATAPOYES, TOL TOGHLO, EVOIMPTLOTO LEAOEIKAUNG UTOPOVV VO
ypnoomonBodv yio T cvvéyon g Bepaneiag otn d6on TV 0,6mg/kg copatikov Bapovg, 24 dpeg
HETA TN XOPNYNON TNG EVESTC.

Noa amopedyete TNV eXUOAVVON KATA TN (PNON.
Na un tpumdte 10 Praridio meptocdTepo amd S0 popég

4.10 Ymepoocoroyio (COUATONATA, HETPA OVTIUETAOMTIONG, AVTIOOTA), EAV Eivol amapaitnTa
X nepintwon vrepdocoroyiog, Ba mpémet vo xopnynOel cvuntopatiky Oepaneia.

4.11 Xpovog(or) avopovig

Boosgwon:

Kpéag kot edddyot 1otoi : 15 nuépeg

FaAa: 5 nuépeg

Xoipou:
Kpéag kot edddipot wotoi : 5 nuépeg

Adloya:
Kpéag kot edddipot wotoi : 5 nuépeg
Agv gmitpénetan 1) pNo” 6€ AA0YO TO, 07Ol TOPAYOVY YA Y10 OVOPOTIVN KATAVAAWDOT) .

5. ®PAPMAKOAOTI'IKEX IAIOTHTEX
DoppokobepamenTiky opado: AVILPAEYLOVAON KOl AVTIPPEVUATIKA TPOTOVTA, LT GTEPOELON

(QANGIEY
Kwdwog ATCvet : QMO1AC06



5.1 ®@oppokodVVOPIKES 1O10TNTES

H pero&idun, eivol éva un-otepoeldés, avilipreypnovades eappako (MZAD), g ouddag tng
o&IKAUNG, TO 0TOi0 dpa AVOGTEAALOVTOG TNV cUVOEST TNG TPOSTAYAAVIIVIG, ACKOVTOG KOT' 0UTO TOV
TPOTO, OVTLPAEYLOVAIN, aVTIEEWOPOUATIKT], AVOAYNTIKT KOl AVTITVPETIKN dpdor. Meldvel T dqdnon
TOV AEVKOKLTTAP®YV GTO QAEYUAIVOVTO 10TO. Xe WKPOTEPT) EKTAOT], OVASTEALEL ETiONG TNV 0T TO
KoALOyOvo mpokalovpevn cuvdBpoton Bpopfokvttdpmv. H peho&ucdun €xet emiong avti-evootolikég
1010t TEG YTl ExEl amoderyOel 0TL avactéAdel TNV Tapaywyn g OpouPoéivng B, 1 omoia mop1yon
petd and yoprynon evdoto&ivng E. coli g pocyove, yoroktomapaywysg oyeAddeg Kot yoipovg.

5.2 ®@appoxoxkivnTiKG oToL)Ein

Amoppoéonon

Metd and epdmaé vroddpia yopnynon 0,5 mg perolukdunc/kg emrvyydveral HEYIGTN GUYKEVTPOO
(Cmax) 2,1 pg/ml xon 2,7 pg/ml petd and 7,7 dpeg ko 4 dpeg o0 veapd Poogldn Kot 6TIg
YOAQKTOTOPOY®OYEG AYEAGOES AVTIGTOLYOL

Y1ov¢ yoipovg, uetd amd evéopvikn yopnynon tov 0,4 mg peho&ikaung/kg, emttvyydvetor péylom
oLYKEVTP®ON (Cmax) 1,9 pg/ml petd omd 1 opa.

Kotavopn

[eprocdtepo amd 98% decpedetar amd TG TPWTEIVES TOL TAAGHATOS. Y YNAEG GUYKEVIPADGELS
UEAOEIKAUNG 0vELPICKOVTOL GTO NP KOl GTOVG VEQPPOUC. XAUNAES CUYKEVIPADCELS OVELPICKOVTAL
GTOVG GKEAETIKOVG LG KOl GTO Almog,.

MetafoMopog

H pero&ikdun avevpicketor kupiog 610 TAAGUA. XT0 fOOEON, 1 LEAOEIKAUN, OmeKKpiveTAL KVUPI®G
UEG® TOV YOAOKTOG KOl TNG YOANG, EVA TO 0OVPO TTEPLEYOVY LOVO iV 0l TO apyLKO TPOTOV. LTOVG
¥oipovg, 1 Yo Kat Ta ovpa, TEPEYOLY UOVO Tyvn amd To apyikd tpoidv. H pero&ikdun petaporiletan
6€ AAKOOAN, Gg Tapdymyo 0&€og, Kal 6€ pePIkovg ToAkovg petaforitec. Orot ot kKOpLot petaforiteg
ATOdEYTNKOV QUPUOKOAOYIKDG avevePYoi. O petafoAilcpoc ota dAoya, dev €xet digpguvnOei.

Amopdkpuvon
O ypovog nuioetog {ong e perodudung sivar 26 opeg kot 17,5 dpeg, petd omd vrodopio Eveon ota
veapd foogldN] Kol OTIC YOAUKTOTAUPOYMYES AYEAAOES, AvTioTOLYA.

2100G Yoipovg, petd and evdopvikn yopnynon, n uéomn numepiodog Long eivar mepinov 2,5 dpec.

10 GAOYO, HETA ammd EVOOPAEPLA EveaT), | LEAOEIKAUN ATTOUOKPVOVETAL LE TEALKO XpOVO Muicelag (ong
8,5 opeg.

To 50 %, mepinov, g yopnyovUeEVNC SOOTG AmOPAAETUL LLE TOL OVPO. KOL 1] EVATOUEVOLGO, TOGOTNTA LLE
T, KOTTPOVOL.

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Katdroyog ekddymv

- Ethanol 99,9%

- Anhydrous citric acid

- Poloxamer 188

- Meglumine

- Glycine

- Macrogol 300

- Sodium hydroxide (yia tn pvOuion tov pH)
- Hydrochloric acid (ywo T pvOuion tov pH)



- Water for injections
6.2 Kopieg acopPorotnreg

AOY® EMAeYMG LEAETOV OGVUPATOHTNTOC, TO TAPOV KTNVIATPIKO PUPUAKEVTIKO TPOIOV dEV TPEMEL VAL,
OVOUELYVOETOL LE BALN KTNVIOTPIKE POPLLOKEVTIKA TPOTOVTAL.

6.3 Audpkera ong

Avdpkero {ong TOL KTNVIOTPIKOU POPUAKEVTIKOD TPOIOVTOG COLPMVO LLE TI CLOKELAGIN TOANONG : 3
«ngmw {oNG HeTd TO TPOTO AVOLYUa TNG GTOEIDMOOVGS GuoKeLOTiag: 28 NuépEC.

6.4 Iowitepeg TpoPuArdtels kKatd ™) @OAAEN TOV TPOTIOVTOG

Agv vLapyovV E10IKES 001 Yieg S1OTHPNONG YOl AVTO TO KTNVIATPIKO QUPUAUKEVTIKO TPOTOV

6.5 ®@von Kol 6HVOEST TG OTOLYELDO0VS CVOKEVUGIOG

M¢éyeBog cvokevaciog Tov 1 dtdpavov yudAtvov elaAtdiov Tomov I pe ndpota Bpopofovtuitkon
KaovTooVK emkaAvppéva pe Teflon kot cppayiocpuévou pe oAOLUIVEVIO GEPAYION ATOCTOONG LE
avaotpoen Kot okico. Prodidwe tov 10 ml, 50 ml, 100 ml ko 250 ml

Mmropel va unv Kokho@opohv OAEG 01 GLGKEVUGIES.

6.6 E101kég Tpo@UAGEELS aOPPLYNG EVOS U AP CLHOTOOEVTOS KTNVIUTPLKOV QUPRUKEVTIKOV
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTUL O.TO T1] PG TOL TPOIOVTOGS, UV VITAPYOVY

Ka0e pn ypnoiponombév ktviatpikd QapHakeLTIKO TPoidy 1 Un xpNOIHOTO0EVTO VITOAEILLOTE TOV
TPETEL VO, OTOPPITTOVTOL COUPDVO. LLE TIG IGYVOVOES EBVIKEG OMALTOELS.
7. KATOXOZX AAEIAY. KYKAO®OPIAX

Bimeda Animal Health Limited,

2,3 & 4 Airton Close,

Tallaght,

Dublin 24,

Iphavdia.

TnA: +353 (0)1 4515011

Da&: +353 (0)1 4621859

8. APIOMOZ(OI) AAEIAY. KYKAO®OPIAX

EU/2/11/133/001-004
9. HMEPOMHNIA MPQTHX EI'KPIXHX/ANANEQXHX THX AAEIAX
Hpepopnvia 1" éykprong: 13/09/2011

Huepounvia televtaiog avavémong: 09/08/2016

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY



Aemtopepeic TANpoPopieg Yo T0 €V AOY® KTNVIOTPIKO QOPLOKEVTIKO TPoiov dlatibevtal gTov
diktvokd témo tov Evpwmnaikov Opyoaviopod Oapudkmy http:/ www.ema.europa.eu/

AIIATOPEYXH IIQAHXHY, AIAOEXHY KAI/H XPHXHX

Agv 1oy0et.



IHAPAPTHMA II

IHAPAXKEYAXTHX YIIEYGYNOZX I'TA THN AIIOAEXMEYXH TQN
IHAPTIAQN

OPOI'H IIEPIOPIZEMOI IIOY A®OPOYN TH ATAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)



A. TNAPAXKEYAXTHX YIIEYGYNOZX I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

Enmovouia kot 81e06vven 1ov mapoymyod mov givol vaedfuvog yio TV amodEGUEVOT TOV TOPTIOWY
Bimeda Animal Health Limited,

2, 3 & 4 Airton Close,

Tallaght

Dublin 24

Iphavéia

B. OPOI'H HEPIOPIXMOI IIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

o  Opoin meplopiopol oyetikd pe ) 0180eom Kot T xpnom mov fapdvovy Tov KAToYOo TG Aoelog
KuKAoPopiag

e Na yopnyeitatl LOVOV [l KTNVIATPIKN GLVTOYN

o  Opoi 1 meplopiopol mov apopovV TNV AGPAAN Kol OTOTEAECLOTIKT (PTOT) TOV QUPUOKEVTIKOD
TPOIOVTOC

Agv 1oy0et.
e AAloti 6pot
ZO0TNO QOPLLOKOETOYPVTVIOTG.
O Kd10Y0¢ NG GdEL0C KLUKAOPOPING TPETEL VO, SIUGPAAIGEL OTL TO GVOTN U POPUAKOETAYPOTVIONG,
Omw¢ meptypapetatl 6o Mépog I g aitnong yio ) xoprynon adeiag KukAopopiag, £xel eykataoTadel
KoL AELTOVPYEL TPV Kot Katd T S10pKeLn KuKAOPOPIaG TOL TPOIOVTOG GTNV ayopd.
I ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)
H épaotiki ovsio Tov Recocam 20 mg/ml evéoipo didAvpa yio foogtdn|, yoipovg Kot Ghoya, sivat po

EMUTPETOUEVT OVGia OTTmG TephapPdvetat otov mivako 1 tov [Hapaptiuatog tov Kavoviepod No
37/2010 w¢ akorovbwg:

Dappoxoroyik® | Katalouro- | Eion AOK Iotoi- Addreg OepamevTIKN
S OgiKTNg Loov otoyoL | TpoimoBicerg Tagvopnon
OpaoTIKN(£S)
0V6ia(eg)

Melo&ucdpm Mero&wdapn | Boogidn, |20 pg/kg | Mvoeg | Kapia AVTIQAEYLOVDOELS
aiyec, 65 pg/kg |'Hmop | katayopnon Tapiryovteg /
yoipot, 65 ng/kg | Neopoi Mn otepoetdeic
INQUIVIIN OVTIPAEYHLOVAOELG
TOEN TOPAYOVTES
Booegon, | 15 pg/kg | T'dha
alyeg

Ta éxdoya Ta omoia weptypdpovot ot mapdypaeo 6.1 e [IXII eivor enttpendeveg ovoisg yo Tig
omoieg o mivakog 1 tov Kavoviopov No 37/2010 avagépet 11 dgv amattodvior AOK.




IHAPAPTHMA II1

EINIZXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX
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A. EITIXHMANXH
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ITAHPO®OPIEX I1IOY ITPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

XdapTivo kovti: rarioww Twv 10 ml, 50 ml, 100 ml 1 250 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Recocam 20 mg/ml evéoypo didAvpa yio Boogidn, xoipoug kat GAoya,
peAOEIKAUN

| 2. LYNOEXH XE APAXTIKH(EX) OYZIA(EX)

Melo&ucapn 20 mg/ml

‘ 3. OAPMAKOTEXNIKH MOP®H

Evéowo d1dAvpa

4. YYXKEYAXIA

1 x10ml
1 x 50 ml
1 x 100 ml
1 x 250 ml

5.  EIAOX(H) ZQOY(QN)

Booe1dn, yoipot kot dAoyo

| 6. ENAEIZH(EIX)

AwPaote T0 POALO 0INYIOV YPNONGC, TPV ATO T YPTON

| 7. TPOIIOX KAI OAOX(OI) XOPHTHEHE

Boogon :
SC, IV

Xoipot :
IM

Adloyo. :
v

AwBdote To OUALO 0INYIDV YPNONG, TPV Ao TN (PN ON.
Na pn tpumdte 10 Praridlo neptocdTepo amd S0 Popéc..
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8. XPONOX ANAMONHX

XpOvog avapovig:
Boogon):  Kkpéag kot eddOot 1otol : 15 nuépeg yaAa : 5 nuépeg
Xoipou: KpEaG Kot E0AOUO0L 16TOT : 5 nuépeg

Adloya: KpEaG KoL EOMOUOL 10TOT : 5 NuéPEC. AV EMTPENETAL 1] XPNON GE AAOYA TO OO0,
TAPAYOVV YOAO Y10 0VOPAOTIVY KATAVAA®MGT|

‘ 9. EIAIKH(EX) IIPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

Awfaote T0 QUALO 0INYIOV YPNONG, TPV ATO T1) YPTON.

10. HMEPOMHNIA AHEHX

AHEH {pqvag/étog}
Awgpreto oG LETA TO TPMTO AVOLYLO TOL TEPLEKTN: 28 NUEPEC
Metd to mpdTo dvorypa, xpron €wg:.

11. EIAIKEX XYNOHKEX AIATHPHXHX

12. EIAIKEX [TIPO®YAAEEIX AIIOPPIYHX ENOX MH XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
IPOEPXONTAI AIIO TO IPOION, AN YIIAPXOYN

Amoppymn: BA. ECOKAEIGTO GVALO OINYIDV XPYOTG.

13. OI AEEEIX «-AITIOKAEIXZTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZMOI ITOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, av
vapyovv

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPNOT - VO S1oTiBETAL LOVOV [LE KTNVIATPIKT GUVTOYT.

14. OI AEEEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
ITPOXETTIZOYN TA ITAIAIA»

Na puidooetar o€ Béon, TNV onoia dev PAETOLV Kot dev Tpooeyyilovy Ta madid.

15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Bimeda Animal Health Limited,
2,3 & 4 Airton Close,

Tallaght,

Dublin 24,

13



Iphavdia.

Tk +353 (0)1 4515011
Dak: +353 (0)1 4621859

‘ 16. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/2/11/133/001 (10 ml)
EU/2/11/133/002 (50 ml)

EU/2/11/133/003 (100 ml)
EU/2/11/133/004 (250 ml)

17. APIOMOX ITAPTIAAX ITAPATI'QI'HX

Hoptida {apOuog}

14



ITAHPO®OPIEX [TIOY ITPEIIEI NA ANAT'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

Etwkéra yodivov groidiov yro 50 ml, 100 ml kot 250 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Recocam 20 mg/ml evéoypo didAvpa. yio Boogidn, xoipoug kat GAoya,
peAOEIKAUN

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX

Melo&ucapn 20 mg/ml

‘ 3. OAPMAKOTEXNIKH MOP®H

Evéoyo didAvpa.

4. YYXKEYAXIA

1 x 50 ml
1 x 100 ml
1 x 250 ml

5.  EIAOX(H) ZQOY(QN)

Booedn, yoipot kat dAoya

| 6. ENAEIZH(EIX)

AwPacTe T0 POALO 0INYIOV YPNONG, TPV ATO TN PN ON.

7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Boogwon:

SC, IV

Xoipou:

M

Aloya:

v

AwPaote T0 POALO 0INYIOV XPHONG, TPV Ao TN ¥pNon. Na pn TpuraTeTo eLodidio teplecoTEPO Umd
50 popég .

| 8.  XPONOX ANAMONHZI

XpOvog avapovig:
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Booswon:  kpéag kot edmotpot 1otol : 15 nuépeg yoAa : 5 nuépeg
Xoipou: KP£aG KoL EOMOUOL 10TOT & 5 NUEPEC

Aloyo: Kp€ag Kal edMOot 10Tol : 5 nuépec.
Agv emitpénetan 1 xpNoT 6€ AAOYO TO, 0TI TOPAYOVY YA Y10 OVOPOTIVN KATAVAAWDOT).

9. EIAIKH(EYX) ITPOEIAOTIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

AwfacTe To QOALO 0INYIOV YPNONG, TPV ATO T YPTON.

10. HMEPOMHNIA AHEHX

AHEH {pnvag/étog}
Aldpkero LoNG LETA TO TPMTO AVOLYLO TOV TEPLEKTN: 28 MUEPEC.
Metd to mpadTo dvorypa, yprion £wg

11. EIAIKEX YYNOHKEZX AIATHPHXHX

12. EIAIKEX IPO®YAAZEIX AIIOPPIYHX ENOX MH XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

Amoppryn: PA. EOKAEIGTO GUALO 0O YLDV ¥PNONC.

13. OI AEEEIX «<AITIOKAEIZTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZMOI ITIOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHXH, av
vapyovv

ATOKAEIGTIKA Y100 KTNVIOTPIKT XPNOT - VO S1aTiBETOL LOVOV [LE KTNVITPIKT] GUVTOYN

14. OI AEEEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXETTIZOYN TA ITAIAIA»

Na pvidooetar o€ BEom, v omoia dev PAETOLY Kot dev Tpooeyyilovv Ta TAd1d.

15 ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Bimeda Animal Health Limited,
2, 3 & 4 Airton Close,

Tallaght,

Dublin 24,

IpAavdia.

Tnk: +353 (0)1 4515011
DoE: +353 (0)1 4621859
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16. APIOMOI AAETAYX KYKAO®OPIAX

EU/2/11/133/002 (50 ml)
EU/2/11/133/003 (100 ml)
EU/2/11/133/003 (250 ml)

17. APIOMOX ITAPTIAAYX ITAPAT'QI'HX

IToptida {apBuodc}

17



EAAXIXTEX IAHPO®OPIEX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

Etwéta yoaivov @rairdiov yio 10 ml

1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Recocam 20 mg/ml evéoyo didAvpa yio foogid), xoipoug kot GAoya
pero&ikapn

2. IHOXOTIKH XYNOEXH XE APAXTIKO H(EX) OYXIA(EX

Melo&uchpn 20 mg/ml

3. HNEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KAT' APIOMO AOXEQN

10 ml

4. OAOX(OI) XOPHI'HXHX

Boogwon: SC, IV
Xoipou: M

Aloyo: v

5. XPONOX ANAMONHX

XpoOvog avapovig:
Boogon: Kp€ag Kot edMdot 10Tol 1 15 nuépeg yora : 5 nuépeg
Xoipou: Kp€ag Kot E0DJUOL 16TO1 : 5 Nuépec

Aloyo: KpEag Kot edMOIOL 10TOT : 5 NUEPEC. Agv EMTPENETAL 1] YPTOT GE AAOYO TO OTTOT0,
TAPAYOVV YOAO Y10 0VOPAOTIVY KOTOVAA®GN.

6. APIOMOX ITAPTIAAX

Hoptida {apOupog}

7. HMEPOMHNIA AHEHX

AHEH {pqvag/étog}
Awdpketo oG LETA TO TPMTO AVOLYHO TOV TEPLEKTN: 28 MUEPEC.
Metéd to TpdTO dvorypa, xpron £ng ...
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8. OI AEEEIX «KAITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPTOT.
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B. DYAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX:

Recocam 20 mg/ml gvéoipo dwdrvpa yio foogrdn, yoipovg kar droya

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAY TAPAXKEYHZX I10Y EINAI YIIEY®OYNOX I'TA THN
AIIOAEXMEYXH ITAPTIAQN, E©OOXON EINAI AITA®OPETIKOI

Kdértoyog tne ddstog kKukAopopiac kKot topaywyoc vrevfuvoc yio tnv omelevfipmwon Twv TopTidwy:
Bimeda Animal Health Limited,

2,3 & 4 Airton Close,

Tallaght, Dublin 24,

Iphavdia.

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Recocam 20 mg/ml evécipo didAvpa yio foogtdn], xoipovg Kot GAoya
Meho&cdipn

3. YYNGOEXH XE APAXTIKH(EX) OYZIA(EXKAI AAAA XYXTATIKA
‘Evo ml mepiéyet:

ApPOOTIKO GVGTATIKO:
Meho&ikdpun 20 mg

"Exdoyo:
Ethanol 99,9% 150 mg

Awwyég Kitpvord dtdivpo

4. ENAEIZH(EIX)

Booedn
Xprnowonoteital o€ 0Egleg AVATVELOTIKEG AOTUMDEELS, GE GLUVOVOAGHO LE TNV KOTAAANAN avTiBloTikn

Oepameia, yio ) pelmon TV KAMVIKGOV GOUTTOUATOV G€ BO0ELON.
Xprnoyonoteital o€ S1GPpPOIEG, G GLVIVAGHO LIE OO TOV GTOLOTOC EVLOOTIKY Bepameia yio T peimon
TOV KMVIKGV COUTTOUATOV 6€ LOGYOoVS NAkiag peyaivtepng e 1 efoopddog Kot o€ Hooyideg .

INao copminpopatikn Bepomeio TNV avTIPLETOTION TG 0&EinG LAOTITIONG, GE GUVOVLOCUO LE
avtilotikn Oepamneia.

Xoipot

Xprnoonoteital 6€ PUn LOAVGUATIKES TAHGELS TOV KIVITIKOV GUGTHIOTOG, Y10, T UEI®OT TV
CUUTTOUATOV TNG YOAOTNTOC Kot TG AEYHOVAGS. [ cvumAnpopatiky Ogpaneio 6NV avTiueTdOTION
g emAoyelog onyoiog Kot to§varpiog (cbvopopo poaotitidag —puntpitdog — ayoroéiog),oe
cuvdvacud pe TV KatdAAnAn avtiPlotikn Oepamneia.

Aloya

[Ma gprion oV KATOTPALVGT TG PAEYHOVIG KOl AVOKODPLoT 0td TOV OV, TOG0 o€ 0&gleg 660 Kat
6€ YPOVIEG LVOCKELETIKES d1OTAPAYES.

Mo mv avaxodeion amd Tov TOVo Tov GYETILETAL [LE TOV KOAKO TOV ITTOEOMV.
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5. ANTENAEIZEIX
Noa pn ypnoponoteitarl oe dhoyo nAkiog pkpotepng TV 6 efOoHadmy.

Na un ypnolLonoteitar € £YKveEG 1 YoAoLyoOGeG PopPadec.
Agv emTpénETAL 1) YPNOT GE AAOYO TO OTO TOPAYOVV YAAL Y10 OVOPOTIVY KATAVAA®OT).

Na pn ypnowonoteitan 6€ (OO TOL VTOPEPOVY GO UELWUEVT NTOTIKT, KAPOIOKN 1) VEQEPIKN AE1TovpYyia
KO opLoppaykég dtatapayés, | 0mov vrdpyovv evoeifelc PAadv omd yaoTpeVTEPIKA EAKT).

Na un ypnoyLonoteital 6€ mepintmon vaepevaicinoiog otn dpacTikni oveia 1 o€ KATO10 Amd Ta.
£cdoyaL.

INa ™ Oepaneio e diappotag TV Boogd®V, T0 TPOIOV dev Tpénel va, ypnoiponoleital o {ma nAkiog
puKpoTEPNG TNG UG EFOOUAdOC.

6. ANEINNIOYMHTEX ENEPT'EIEX

e KAMIKEG peréteg mov £yvav og fooeldn], TapatnpnOnke eAa@pD TaPOdIKO 01dNU0 GTO GNUELD TG
éveong, Letd amd vodopia xopNYNoN, 6€ TOGOGTO HKpOTEPO TOL 10%.

Y10 GAoya, pmopel va topatnpnel Tapodiko oidnua 6to onueio g Eveong, To 0010 ATOdPAEL
yopic Kapio eréupaon.

& TOM) GTAVIEG TEPIMTMGELS, UTOPEL VA EMIGVUPOVY AVOPVAOKTIKES OVTIOPAGELC, Ol 0TOlEg LTopel va
glvar coPapéc (evdeyouévamg kot Bavatneopeg) Kot Bo Tpémet vo avTILETOTILOVTOL GUUTTOUATIKA.

H ocvyvomta tov avemBountov evepyeidv kabopiletol wg axorlovbmg:

- oAb cuyvn (meprocdtepo amd 1 ota 10 vid Bepancio (ma Tapovotdlovy avemBOUNTES EVEPYELES)
- ovyvn (Tepiocodtepo amd 1 adid Aryotepo amd 10 {oa ota 100 vid Bepaneio (ma)

- un ovvnOeuévn (tepiocdtepo and 1 adAdd Atydtepo amd 10 {da ota 1000 vd Oepaneio {ha)

- omdvia (teplocotepo and 1 ahid Atydtepo amd 10 {da ota 10.000 vio Oepaneio {dor)

- moAb omdvia (Arydtepo amo 1 ota 10,000 vid Bepaneio {oa,).

Edv mopoatnproete omolodnmote avemBOunNTn eVEPYELX, OKOUO KL OV OEV OVOPEPETOL GTO
godrreloto GOAAO Odnyidv Xpnong N GUEIPAAETE YO0 TNV OTOTEAECUATIKOTTO TOV QUPLAKOL |,
TOPUKOAEIGOE VO EVIEPDGETE GYETIKMG TOV KTNVINTPO GOG.

7. EIAH ZQQN

Booedn, yoipot kot dAoya

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

Boogion

E@dnag vroddpia 1| evoopAéfia Eéveon ot doon Tov 0,5 mg pero&ikaung/kg copoatikov Bapovg (T.y.
2,5 ml/100 kg copoatikod Bdpovg) 6e GuvOLAGUO UE TNV KATAAANAN avtiBlotikn Oepaneio v pe v
oo TOL OTONATOG EVVOATIKT Depameia, .

Xoipot

Epdma& evoopvikn éveon ot do6om tov 0,4 mg ueroéikaung/kg copatikov Bapovg (SnA.

2,0 ml/100kg copatikod Bdpovc), oe cUVIVAGUO LE TNV KOTAAANAN avTiflotikn Oeponeio. Edv
omoLTelToL, UTopel va Yivel pa 6g0TepT) yopynon HeAoEkaung, Letd and 24 mpec.
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Aloya
Epanag evdopréPia éveon otn do6om tov 0,6mg/kg copotikod Bapovg (oni. 3,0ml/100kg copoaticod

Papovg).

IMa xprion oV KeTOITPALVGT TS PAEYHOVIAS KL OTIV 0VaKOOPLoN 0t ToV TOVOo, T0G0 6 0&gieg 660
KOl 6€ YPOVIEG LVOCKEAETIKES OLATUPAYES, TA OGN EVOLMPTUOTO LELOEIKAUNG LITOPOLV Vi
ypnooronfovy yio T cvvéyion g Oepaneiag otn 6001 tv 0,6mg/kg copatikod Bapovg, 24 dpeg
HETA TN XOPNYNON TNG EVESTC.

9. OAHTI'IEX I'TA TH ZQXTH XOPHI'HXH

Noa amopedyete TV eXLOALVON KATA TN (PN |ON.

Na pn tpundre 10 PraAido nepiocdtepo and 50 popéc.

10. XPONOZXZ(OI) ANAMONHX

Boogdn):  kpéag kot dmoot 1otoi: 15 nuépeg yoha: 5 nuépeg

Xoipou: KpEug Kal eSO 10TOl: S5 NUEPES

Aloya: Kpéag Kot eddoL 16Tol: 5 Nuépeg

Agv emTpENETAL 1] YPNOT GE AAOYO TO OTO TOPAYOVV YAAL Y10 OVOPOTIVY KATAVAA®OT).

11. EIAIKEX YYNOHKEX AIATHPHXHX

Na pvidooetar o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta mad1d.

Agv vTapyovV EIBKEC 001 YIS SLOTPTONG YO OVTO TO KTNVINTPIKO TO TPOIOV.

No pn ¥pnoonoteital avTd T0 KTNVIATPIKO QOPUAKEVTIKO TPOIOV LETA TNV NUEPOUNVia ANENG TOV
avaypaQETaL 6TO KOUTi Kot 6T0 QloAidto petd to « EXPy». H nuepounvio Anéewg ovumintet pe v

TeEAEVTOIO MUEPO TOV CUYKEKPIUEVOL VL.

Avdpkero {ong HeTd To TPOTO Avoryua Tov TEPIEKTN: 28 NUEPES

12. EIAIKH(EZ) HIPOEIAOIOIHZH(ELY)

E181kn mpo@vraén yia ) yoprynon ota {do
Edv damiotmboiv avemBounteg evépyeleg, Oa mpémet va doukdmtetor 1 Ogpaneio Kot va {nteitol n
GLUPOVAN KTNVIATPOV.

Noa aropegbyetol 1 xprion oe cofapd apLIATOUEVA, VTOYKOUIKE, 1| VTOTaCIKA (dho, 6Ta omoia
OTOLTEITOL TOPEVTEPIKT] ATOKATAGTACT] TMV VYPDV, S1OTL LILAPYEL EVOEXOUEVOS Kivouvog To&ik®mong
TWV VEQPOV .

Xe TePINTOOT OVETOPKOVS AVAKODPIONG OO TOV TOVO, OTOV XPNCLLOTOLEITOL 6T Bepameio Tov
KOAIKOD T®V RO OV, O TPEMEL VoL YIVETAL TPOCEKTIKT EXAVEKTIUNON TNG O1AyVOONG, KM anTd
Umopel v 0moTEAEGEL £VOEIEN Y10 OVAYKT) XEWPOVPYIKNG EXEUPAONC.

ISwaitepec mpoouAdeic Tov wpémel va Aauavoviot amd To GTOLO TOL YOPTNYEL TO KTNVINTPIKO
QopuakeLTKd Tpoidv ota Loha

Toyaia ovtoéveon pe To TPoidv TOAVO va TPOKOAESEL TOVO. ATOUO LLE SUMIGTMOWIEVT LIIEPEVALIGHTGia
O€ U1 OTEPOELON AVTIPAEYHOVADIT (MEAD), TPENEL VO, ATOPEDYOVV TNV EXAPN LE TO KTNVIOTPIKO
QOPUOKEVTIKO TPOIOV.
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Y mepinton mov KTl Aa00g KAVETE aVTOEVEST] [E TN BEAOVN TNG GUPLYYOG TTOL TEPLEXEL TO PAPLLOKO,
va avalnnoete apécmc wTptkn fondeta Kot vo emdeiEeTe 0TOV 10TPO TO ECMOKAEIGTO PVALO OONYLOV
YPNOEMG 1] TNV ETIKETO TOV PAPLOAKEVTIKOD TPOIOVTOC.

Eyxvpocvvn ko yarovyia
Booe1dn kot yoipot: Mmopei va ypnoipomoindet Katd tn SidpKeLn TG KONGNG Kot TG YOAOLYioG.
Aloya: No unv ypnoyLonoleitar 6€ £yKveg 1 yoloyovoes opPades.

AMnAemdpdoelg pe GAAL QOPUOKEVTIKE TPOTOVTA Kot GALEC LOPQEG AAAMAETIOPAIONC
To poidv dev TPEMEL vaL YOPNYEITAL TAVTOYPOVA LLE YAVKOKOPTIKOGTEPOELDT], LE AAAL [I1)-CTEPOELDN
OVTIPAEYHOVOON PAPLOKA 1] OVTITNKTIKOVS TOPAYOVTES.

Yrepdoocoroyio (cuourntdpoto, LETPO AVTILETMOTLICNC, AVTIOOTO)
e mepinton vrepdocoloyiag, Ba mpémet vo yopnynel copntopatikn Bepameio.

AcvuBatotntec:
AOY® EMheyYMG LEAETOV OGVUPATOTNTOC, TO TAPOV KTNVIATPIKO QUPUAKEVTIKO TPOIOV dEV TPEMEL VL,
OVOUELYVOETOL LE GALD KTNVIOTPIKA QOPLLOKEVTIKE TPOTOVTAL.

13. EIAIKEX ITIPO®YAAEEIX AIIOPPIYHX ENOX MH XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IMIOY
MPOEPXONTAI AIIO TH XPHIH TOY ITPOIONTOZX, AN YIIAPXOYN

Ta pappoke dev TPEMEL VO OTOPPITTOVTAL HECH TMOV AVUATOV 1] TV OIKLUK®V OTOPANTOV.
YoppovAevteite Tov KTNVINTPO GAG Y10 TOV TPOTO ATOPPIYNG TOV XPNCILoTombEvTev eapudkoy. Ta
UETPOL AVTA ATOCKOTOUV GTNV TPOCTAGIN TOL TEPIPAAAOVTOC.

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

Aemtopepeic TANpoPopieg Yo T0 TOPOV KTNVINTPIKO QOPUOKEVTIKO TPOIOV S1aTIBEVTOL GTOV SIKTVAKO
t6mo 1o0v Evponaikod Opyavicpod Pappdkov http:/www.ema.europa.eu/.

15. AAAEX ITAHPO®OPIEX
Méyeboc cuokevaciog tov 1 dtdpavov yodivov graidiov Tomov I pe topata fpopofovtuoAicod
KaoVTooUK emkaAvppéva pe Teflon kot cepayiopévou e aAOLUIVEVIO GOPAYIOT ATTOCTOCNG LE

avaoTpoen Kot okicipo. GroAidwe twv 10 ml, 50 ml, 100 ml /4 250 ml.

Mmropei va. unv KuKAOPOPOUV OLEG 0L GLUOKEVAGIES.
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