IHAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Emdocam 20 mg/ml evéciuo didhopa yio foogidn, yoipoug kot droya

2.  MOIOTIKH KAI ITIOXOTIKH XYNOEXH
‘Eva. ml mepiéyet:

ApOOTIKO GVGTATIKO:

Meho&aun 20 mg
"Exdoya:
Ethanol 150 mg

BA. tov mANpn KatdAoyo ekddymv 610 Kepdrato 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéowo d1divpa.
Aloyég KItpvemo 1AV,

4. KAINIKA XTOIXEIA
4.1 Eiom {oov
Booedn, yoipot kot dAoya.

4.2 OgpamevTikég evoeifelg tpoodropilovrag Ta £idon (O®V

Boogidn
Xprnoponoteitol o€ 0&gleg OVOTVELSTIKEG AOTUMDEELG, GE GUVOVAGUO LE TNV KOTAAANAT avTIlOTIKY

Oepameio, yia T pel®on TOV KAWVIKGOV GCOUTTOUATOV GE BOOELON.

Xpnoonoleiton o€ d1dpPoLES, GE GLVOLAGO LE OO TOV CTOUATOC EVVOATIKY Bepomeia, Yo TN
LEI®ON TOV KAVIKOV CUUTTOUAT®OV GE LOoY0VG NAIKiog peyaivtepng tng 1 efdouddag kat o
HOGYIOEG.

IMa copminpouatikny Oepomeio oty avtipetdmion g ofeiog LacTiTIdNg, 6€ GUVOLOCUO LE
avtifrotikn Bepaneio.

Ta v katarpdbvor tov pHeTeyyxelpnTkod TOVOL UETE TV AmOKEPATMOT GE LOGYOVG.

Xoipot

Xpnoponoteital 6€ Un HOAVGHOTIKEG TOONOELG TOV KIVITIKOD GLUGTHUOTOG, Y10 TN HUElmon TV
CUUTTOUATOV TNG YOAITNTOG KoL TNG GAEYLOVNIG,.

T copmAnpopotikng Bepaneior GTNV AVIILETOTION TG EMAOYELNG SNYopiog kot ToSvarpiog
(oOvdpopo pootitidag —unTpitidag — ayora&icg),6e CLVOVAGHO LE TNV KOTAAANAT ovTIBlOTIKN
Oepaneia.

Aloya

IMa gpfon oV KOTUTPALVGT TG PAEYHOVIG KOl OVOKODPLOT] 0Td TOV TOVO, TOG0 o€ 0&gieg 660 Kot
G€ YPOVIEC LVOCKEAETIKEG SLOTAPOLYEC.

T v avaxoveion amd Tov TOVO oL GYETILETUL LE TOV KOAMKO TWV UTTOEOMV.

4.3 Avrevositag

B\éne emiong kepdioto 4.7.



Noa punv gpnotponoteital oe GAOYo NAKIAG PKpOTEPS TV 6 ELOOUAMV.

Na unv ypnoponoteital o€ (Oo e PHEIMUEVT NTOTIKT, KOPILOKT 1 VEQPIKT AEITOVpYia Kot
OLHOPPAYIKES dlaTOpayES, T OOV VTLAPYOVY eVOEIEelg PAUPDVY amd yooTpevTEPIKE EAKN.

Na punv ypnotponoteital og mepintmon vrepevastnaiog ot dpacTiky ovcio 1 6€ KAmolo ard ta
£Kdoy0L.

I"a ) Ogpamneia g Siappotag ota fooeldn|, To TPOidY dev TPEMEL Vo, ypnotponoteitol o {ma nAwkiag
piKpoTEPNG TNG UG EfSOUAdOC.

4.4 E10kég TPoEdomou|oeLs Yo KaOe gidog {dov

H Oepaneia Tov pocywv pe Emdocam, 20 Aemtd mptv amd TV 0noKEPATOOT), LELDOVEL TOV
ueteyyepntikd névo. H yopriynon tov Emdocam pévov dev emttuyydvel TANpn avoKov@lor ord Tov
7TOVO KOTA TNV XEWPOLPYIKN eméuPacm g amokepatmonc. o v enitevén avakodeiong amd Tov
TOVO KOTA TN XEPOVPYIKN EXEUPOCT], ATOLTEITOL ) GUYYOPTYNON HUE KATAAANAO OVOAYNTIKO.

4.5 Iowitepeg Tpo@uAGEELS KOTE TN Y(PioT

Iowitepeg mpourdéers katd T ypion o€ {oa

Edv damiotmbovv avembounteg evépyeieg, Oa mpémel va dtokomtetarl 1 Ogpamneio kot va {nteital n
GLUPOLAN KTNVIATPOV.

Noa aropegdyetor 1 xpiion o€ cofapd apLIATOUEVA, DTOYAVKAUIKA, 1] VTOTOCIKA (Mo 6T 0moia
OTOLTELTOL TOPEVTEPIKT OTOKOTAGTOCT] TV VYPOV, O10TL VITAPYEL EVOEYOUEVOG Kivouvog To&ikwmong.
e TEPINTOOT AVETAPKOVE AvaKoDPIoNG 0td ToV TOVO, 0TV Ypnoiuonoteitan oty Oepameio Tov
KOALKOD T®V IR0V, O Tpémel va YIVETOL TPOCEKTIKY EXAVEKTIUNON TNG O1dyvmons, Kabmg avtd
umopel va omoTeAECEL EVOEIEN Yol AVAYKT XEWPOVPYIKNG ETERPAONC.

Iowitepeg mpouvrdiers mov wpémer va AapPavovrar amé To dTopo Tov YoprYEL TO PUPUAKEVTIKO
npoiov og Lo

Toyoio awToéveoT LE TO TPOIOV TOL UTONOV TOV YOPNYEL TO OKEVAGLO TOOVOV VO TPOKAAEGEL TOVO.
Atopa pe demiotouévn vaepevoictncio oe Mn Ztepogidn Avtipieypovadn Oappoka (MEZAD),
TPETEL VO ATOPEVYOLV TNV ETOPT LE TO KTINVIATPIKO QOPUOKEVTIKO TPOioV.

Y& mepinton Tuyaiag aVToévesn e TN PEAOVA TG GUPLYYOC TTOL TEPLEYEL TO PAPUAKO, VO,
avalnmoete auécmc Tpikn fonbeia Kot va emdei&eTe GToV 10TPO TO PUALO 0INYIOV XpYoNG 1 TV
ETIKETA TOV PAPLAKOV.

4.6 AvemOvunteg evépyereg (ovyvoTnTa Kot cofapotnTa)

Xe KAMviKEG peréteg mov Eywvav og Pooeldr|, Tapatnpndnke eAa@pl topodikd oidnua 6to onpeio g
éveong, Letd amd vwodopla YopNYNGCT, GE TOGOGTO LIKPOTEPO TOL 10%.

Xto dhoyo, pumopet vo mapatnpnoel mopoducd oidnpa 6to onueio g £veongs, To 0Toio amodpapLEL
yopic kapio eméuPoon.

X TOAD GTAVIEC TEPMTMOELS, LTOPEL VO EMGVUPOVY AVOPUANKTIKEG AVTIOPACELS, Ol OTTOIEC UmOPEl VoL
glvar coPopéc (evoeyopévmg kot Bavatneopeg) kot Oo Tpémel va avTIHETOTILOVTOL CUUTTOULOTUKE.

H ocvyvomta tov avemBountov evepyeidv kabopiletol o¢ akorlovbmg:

- oAb cuyvn (Teprocotepo amd 1 ota 10 {ma mapovoidlovy avemBOUNTES EVEPYELEG KATA T S1APKELL
™m¢ Bepameiog)

- ovyvn (Tep1ocotepo amd 1 aAld Aydtepo amd 10 {da ota 100 vrd Bepancia {ma)

- un ovvnBopévn (tepiocdtepo amd 1 ahid Atydtepo amd 10 {da ota 1000 vo Oepaneio {har)

- onavia (meplocotepo amd 1 aldd Aryotepo amd 10 {da ota 10.000 vid Bepomeia {ha)

- oA0 ordvia (AMyotepo and 1 ota 10.000 vrd Oepancio Cda, )



4.7 Xpnion kotd Tnv kOnon, T yoriovyio 1 TNV @oTOKiO

Boosg161] kot yoipou: Mmropet va, ypnoiporon el katd tn S1dpKeLn TG KOTONG Kot TNG YOAOLYIOGC.
Aloya: Na pn yprolponoteitan o€ £YKVEG 1 Yohovyovoeg popPadec.

4.8 Aliemopdocseig pe iAo QUPUUKEVTIKE TPOTOVTO Kol GAAES popPES aAAnAemiopaong

Noa un yopnyeitotl Tavtdypova. (e YAVKOKOPTIKOGTEPOELDT, AL LIN-GTEPOEION AVTIPAEYUOVMOT
QAPLOKO 1] LE OVTITNKTIKA QOPUUKEVTIKA TPOIOVTOL.

4.9 Aocoloyia Kol TPOTOG JOPNYNONS

Boosidn

Epdanag vroddpia 1 evoopiéfia éveon ot door tov 0,5 mg perolikaunc/kg copoticon Bapovg (dnA.
2,5 ml/100 kg copatikod Bapovg) 6€ GUVIVAGHO e KOTAAANAN avTifloTikh Ogpaneio | 1e amd Tov
otoHTOG evudaTiKn Bepameio.

Xoipot

E@dana& evdopvikn éveon ot 60om tov 0,4 mg perolikdung/kg copatikod Bapovg (dnA. 2 ml/100 kg
COUOTIKOV BAPOVS), o€ GUVOLOCUO pE KaTdAAnAn avTiBlotikn Bepoaneio. Edv amaiteital, prnopei va
yiver pia dgvtepn yopnynon pero&ukdung, HETd amd 24 dpeg.

Aloya

Epdanag evoopréPia éveon ot 660m tv 0,6 mg/kg copotikov fapovg (dni. 3 ml/100 kg copatikon
Bépovg).

T xpron oV KATOTPALYOT TS PAEYUOVIG KO TNV 0VOKOVELoT| atd Tov TOVO, T000 o€ 0&eiec 660
K0l G€ YPOVIEG HVOCKEAETIKEG dlaTopayég, ovvioTdton Bepameio amd Tov 6TOHOTOG e P&k,
YOPTYOVLEVT] GOUO®VA. LLE TIG GVGTACELS TTOV OVOLYPAPOVTIOL GTNV ETIKETA TOV QAPLLEKOL, UTOPEl va
ypnopomomOel yia tn cuvéyion g Bepaneiog.

Noa aropegbyete TNV €XUOAVVOT| KATA T YP1ON.
Amopevyete TN S10TPNOT TOL PLOALSIOV TEPIoTOTEPES atd 50 QopEc.

4.10 Ymepooooroyia (COUTTONOTO, RETPA AVTIUETOTLONG, OVTIOOTA), EAV ElvaL aTOPAITNTO
Y& mepintwon vrepdocoroyiog, Oa mpémet va yopnynel cvuntouatikn Oepaneio.

4.11 Xpévog(or) avapovig

Boogon: Kpéag kot edddipot 16701 : 15 nuépeg: yoha: 5 nuépeg
Xoipou: Kpéag kot edddipot 16701 : 5 Muépeg
Aloya: Kpéoag kot edddyot 1otoi : 5 nuépeg

Agv gmitpénetal 1) xpNomn 6€ AAOYO TO OTTOI0 TUPAYOVY YAAN Y10, AVOPOTIVY] KATAVAAWDOT).

5. OAPMAKOAOI'IKEX IAIOTHTEX

DoppokobepamenTikn oudon: AVTIPAEYUOVMOON Kol OVTIPPEVUATIKE TPOTOVTA, UN GTEPOELON

(ocukapeq)
kodikog ATCvet : QMO1ACO06

51 ®@oppoxodvvopkés 1010TNTES

H peAro&ikdaun, eivar évo Mn-Ztepoeidég, Avripheypovmdeg @apuako (MEZAD), tng opdoag g
o&ucapng, to omoio dpa avactéAlovtag TNV chvOeoT TG TPOGTAYAAVOIVIG, ACKMVTAG KOT™ aLTH TOV
TPOTO, AVTLPAEYLOVDON, AVTIEEIOPOUOTIKY], OVOAYTTIKT KO AVTUTLPETIKY Opdot). Meldvet T dudnon
TOV AEVKOKLTTUP®Y GTO QAEYUOIVOVTA 10TO. X€ IKPOTEPT] EKTOOT|, UVASTEALEL ETTiONG TNV 0O TO



KoALayOvo Ttpokarovpevn cuvdBpoton Bpopforvttdpov. H pedolucdun éxet eniong avti-evooto&ikéc
1010t TEG YTt £xetl amoderyBel 0Tl avaostéALel TNV mapaymyr| g Opoufo&dvng B2 1 onoia mapiyOn
petd amd yopnynon evdotolivng E. coli oe HOGYOVG, YOLAKTOTOPOY®YEG AYEAADES KOt YO1pOVC.

5.2 ®@appokokivnTiKG oTOLYELD

Amoppognon

Metd amd epamas vmoddpia yopnynon 0,5 mg perolikdunc/kg emrvyydveral HEYioTn GUYKEVIPWOON
(Cmax) 2,1 pg/ml xou 2,7 pg/ml petd amd 7,7 dpec kot 4 dpeg oo veapd Poogtdn Kot 6Tig
YOAOKTOTOPOY®YEC OYEAGDES AvVTIGTOLYO.

2100¢ Yoipovg, petd amd evéopvikn yopnynon tov 0,4 mg pehoéikaunc/kg, emroyyaveton LEylot
ovYKEVTP®OT (Cmax) 1,9 pg/ml petd amd 1 mpo.

Kotavoun

Ilepiocotepo amd 98% g peloucapng cLVOEETAL [UE TIC TPOTEIVES TOL TAAGUATOC. Y YNAOTEPES
TIHEG CLYKEVTPOONG TNE LEAOEIKAUNG, TOPATIPOVVTOL GTO TP KO TOVE VEQPOVS. ZVYKPITIKA
YOUNAOTEPEG CUYKEVIPMGCELG CVIYVEDOVTOL GTOVG GKEAETIKOVS VG KOl GTO AITMON 10T0.

MetafoMopdg

H pelo&ucdpn avevpioketar kuping 610 TAAGHO. ZT0 Bo0g1dN, N HEAOEIKAUN, amekKPpivETOL KUPIWG
HEG® TOV YAAOKTOG KO TNG YOANG, EVA TO 0VPO TEPLEYOVY HOVO TyvN amd TO apyLKO TPOTOV. XTOVG
yoipovg, n YoA1| Kat To ovpa, TEPEYOLY LOVO Tyvn amd 1o apykd mpoiov. H pehosikdpn petaforileton
0€ 0AKOOAN, G€ TaPAy®YO 0EE0G, Kl G€ HEPLKOVS ToAKoVG petafolitec. OAot ot kOplot petaforiteg
OTOJEYTNKOV QOPUOKOAOYIKMG avevepyol. O petafoiiopdc ota droya, dev £xel diepguvnet.

Amopdkpuvon
O ypovog nuicelog {ong g pero&ucaung ivor 26 mpeg kot 17,5 dpeg, petd amd vwoddpia £veon oto
veapa PoogdN Kot OTIG YOAOKTOTAPOYWYEG AYEAADES, AVTIOTOLYA.

21006 Yoipovg, petd amd eviopvikn yopnynon, n uéomn nuimepiodog Lmng sivan mepinov 2,5 dpec.

210 Ghoyo, HeTd amd evoopAEPila £veon), N peAOEIKAUN amopaKpOVETOL e TEAKS ¥pdvo npicelag Cmng
8,5 dpec.

To 50%, mepimov, TG YopnyoduevNg 060NG amoPAAAETOL LE TO. OVPA KOl 1] EVOTOUEVOVCH TOGOTNTO LE
TO, KOTTPOLVOL.

6. DAPMAKEYTIKA XTOIXEIA
6.1 Kotahloyog ekddymv

- Ethanol (96%)

- Poloxamer 188

- Macrogol 300

- Glycine

- Sodium hydroxide
- Hydrochloric acid

- Meglumine

- Water for injection

6.2 Kuopieg aocopparotnreg

AbOy® EAAEYNG HELETMV OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV OV TPEMEL VAL
OVOLPLELYVOETOL LE GAAO KTNVIATPIKE QOPUOKEVTIKA TTPOTOVTOL.

6.3 Awgpkero {ong



Aldpketa {ONE TOV KTNVINTPIKOD QUPHOKEVTIKOD TPOIOVTOC GCOUPMVA, LLE TI GVLOKEVAGIN TOATONG:
3 &

Avgpxera {ong LeTd TO TPMTO AVOLYUa TNG GTOXEIDMOOVS cVoKELOTTNG: 28 MUEPEC.

6.4 Iowitepeg TPo@LAGEELS KOTE TN PVAXEN TOV TPOidVTOG

Agv vtapyovv €181KEC 0dNYieg S10TPNONG Y10 GVTO TO KINVIATPIKOPUPLOKEVTIKO TPOiOV

6.5 ®@von Ko 6OUVOEGT] TNG GTOLYELMOOVS CVGKEVUGIOG

Méyeboc cvokevaoiog tov 1 dypmpov yvaivov eroidiov tomov I, wov mepiéyet 1o kabéva 50 ml,
100 ml 9 250 ml.

Kdabe proridio, khelvetan pe mopo eAaoTikod BOLTLAIOL Kal EIvOl CEPOYIGUEVO LE KOAVUUO OO
alovpivio.

Evdéyetan va, umv kokAo@opobv OAEG Ol GUGKEVAGIEC.

6.6 E101kég TPpo@uAAEELS UmOPPLYNS EVOS YPNOLUOTOLNOEVTOS KTNVINTPLKOD PUPLUKEVTIKOD
TPOIOVTOG 1] GALOV VAKAOV TOV TPOEPYOVTUL 0.TO T1] Y PIGT TOV TPOIOGVTOS, UV VAP OVY

KdaBe pun ypnoyomon8év ktnviatpikd eoprokenTIKd TPoidv 1 un xpnotponomBévo vToAEiIATd TOV
TPETEL VO, ATOPPITTOVTIOL COUPOVO UE TIG 1GYVOVCEG EOVIKEG QAT OELS.

7. KATOXOZX AAEIAX KYKAO®OPIAX

Emdoka

J. Lijsenstraat 16

B-2321 Hoogstraten

Belgium

8. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/2/11/128/001-003

9. HMEPOMHNIA ITPQTHX ETKPIXHX/ANANEQXHX THX AAEIAX
Hpepopnvia 1 éyxpiong: 18/08/2011

Huepounvia tekevtaiog avavémong: 21/06/2016

10. HMEPOMHNIA ANAGEQPHXIHX TOY KEIMENOY
HH/MM/EEEE

Aemtopepeic TANPOPOPIES Y10 TO €V AOYM KTNVIOTPIKO PAPUOKEVTIKO TPpoiov diatifevtal otov
dkrvoko tono tov Evponaikod Opyaviopuov Pappdkov http:/ www.ema.europa.eu/

AIIATOPEYXH INQAHXHX, AIAGEXHX KAI/H XPHXHX

Agv 1oyVet.


http://www.ema.europa.eu/

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Emdocam 15 mg/ml nécipo evandpnpa yio dAoyo

2. MHNOIOTIKH KAI MOXOTIKH XYNGEXH
Ka0e ml mepiéyet:

ApPOOTIKO GVGTATIKO:
Meho&aun 15,0 mg

"Exodoya:
Sodium benzoate 1,5 mg

BA. tov T\ pn KatdAoyo ekddymv 6To Ke@arato 6.1.

3. DOAPMAKOTEXNIKH MOP®H

ITocyo evarmpnpua.

Kitpivo evaidpnpa.

4. KAINIKA XTOIXEIA

4.1 Eiom {oov

Aloya

4.2 OgpamevTikég evoeifelg tpoodlopilovrag Ta £ion {O®V

Kotampdoven g eAeypovig Kot avakoveloT arnd Tov movo, 1060 cg 0&gieg 0G0 Kal GE YPOVIES
LLVOCKEAETIKES d1OTAPAYES OTA AAOYCL.

4.3 Avrevosileig

Na punv ypnowponoteital oe £yKveg 1 yorovyovoeg popPadec.

No unv xpnoLoTolEital 6 GAOYO |IE YOUOTPEVIEPIKEG OATAPOYES, OTTMG pedicud Kol apoppayio,
LELOUEVI NTOTIKY], KOAPOLOKT 1 VEQPIKT Agttovpyio KOl QOppaytkés OoTapoyEs.

Na punv ypnowponoteital o€ mepintmon vrepevolchnciog 6To dpacTiKd cLGTATIKO 1| 6€ KATO10 Amd T
£KdoyaL.

No unv ypnowonoteitar oe GA0ya NAkiag piKpdTepNS TV 6 ELSoUAdWDV.

4.4 FEdwég mpostdonomoels Yo kKae gidog Loov

Kopia

4.5 Iowitepeg mpo@urdéers kata T ypion

Idwoitepeg mpoLAGELELS Kath T ¥pnon os {mo

Na amopedyetar 1| xpfion o€ coPapd aPLIATOUEVE, VITOYAVKALULKE, 1] VTOTACIKE {dol, S1OTL VTAPYEL
EVOEYOUEVOC KivOLVOg TOEIK®OTC.



Idwitepec TpouAdeic mov mpémet va AauBdvovior amd To GTOUOo TOL YOPNYEL TO APUOKEVTIKO
mpoidv e Loa

Atopa pe yvoot vrepevaicincio oe Mn Ztepoeidn Avtipieypovadn Odappoaka (MEZAD) npénet va
OTOPEVYOLV TNV ETAPN LE TO KINVIOTPIKO POUPLOKEVTIKO TPOTOV.

e mepintwon mov kotd AdBog vrdpéel Katdmoon, va avalntnoete auécms wtpikn fondeta Kot vo
emdeitete oToV 10TPO T0 EGMKAEIGTO DVALO 00N YLDV ¥PNGEWG 1 TNV ETIKETA TOV QPOPHAUKEVTIKOD
TPOIOVTOC.

Av16 10 TPOTOV HITopEl VoL TPOKOAEGEL EPEDIGILO OTA LATIO. X€ TEPITTMOT EXAPNC LLE TO LATLAL,
Eemhhvete apuéomc d1e€0dikd e vepo.

4.6 AvemOOunreg evépyeieg (cuyvoTNTA Kot cofapoTnTa)

g KAMVIKEG OOKIUEC TTopaTnPHONKOY LELOVOUEVES TEPITTMGELS AVETIHOUNTOV EVEPYEIDV OV GLVIOWG
oyetilovtar pe MEZAD (ehagpid kvidwon, dtdppota). To GUUTTOUATO TOV OVOCTPEY L.

Anoielo g 0pegnc, AMBapyos, Kotdlakd GAYOog Kot KOAITIdo Exovv avapepbel o€ TOAD omdvieg
TEPUTTAOCELG.

Avoeuloktoeldeic avtidpdoelc, ol omoieg pmopel va gival coPapég (evoeyouévmg Kot Bavatneopeg),
UTopEl v ELPOVICTODV GE TOAD GTAVIEG TEPITTMGELS Kot Oa Tpémetl va avtietonilovTot
GUUTTOHOTIKA.

Edv drumiotmBodv avemBounteg evépyeteg, Ba mpénel va, dtakdnteTan 1 Begpamneio ko vo (nteito n
GUUPOVAT KTNVIATPOV.

H ocvyvomta tov avemBountov evepyeimv kabopiletal o¢ akorlovbmg:

- moAb ovyvn (meprocotepo omd 1 ota 10 {da mapovoidlovy avemBounteg evEpyeleg Katd )
dapketa g Bepameiag)

- ovyvn (tepiocdtepo amd 1 alid Atydtepo amd 10 {da ota 100 vid Beponeio (oa)

- un ovvnOwopévn (tepiocotepo and 1 aArid Ayodtepo and 10 {oa ota 1000 vad Bepancio {ma)

- onévia (meprocotepo amd 1 aArd Ayotepo omd 10 {dha ota 10.000 vid Bepomneia {har)

- moAb ombvia (Aydtepo amd 1 ota 10.000 vid Beponeio {da, copmeptiapfovouévav tov
LELOVOUEVOV AVAPOPDV).

4.7 Xpnion kotd Tnv KOnon, ™ yoiovyio 1 TNV @OTOKiO

ATo gpyaotnplakés HELETeG oe Boogldn gV dlamioT@ONKY EVOEIEELS TEPATOYEVEDTC,
guppvoto&idTroac | toéikdmrag ot untépa. Qotdco, dev £Y0VV TPOKHYEL OEGOUEVH YO TA GAOYAL.
Qg ek T00TOL, 1 YPNON G AVTO TO 160G LDV OV GLVIGTATOL KATA TN SLAPKELD TG KVTOTG KO TNG
yorovyiag.

4.8 Aliemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTA KO GALES pOPPES aAAnAemiopaong

Noa un yopnyeitotl Tavtdypova. L YAVKOKOPTIKOELDT, GAAM [11] GTEPOELON AVIIPAEYLOVAOIT QAPLOKA 7
LE OVTITNKTIKOVG TOPAYOVTEG.

4.9 Aocoloyio kol TpémOC YopRynong

Na yopnyeiton gite avopepelypévo pe tpoen eite angvbeiog péoa oto otopa o€ Socoroyia 0,6 mg/kg
COUOTIKOD BApovg, amas nuepnoimg, Yo émg kot 14 nuépec. Te mepint®omn mov 10 TPoidV
OVOLELYVOETOL UE TPOQN, Dol TPEmEL Vo, TpooTiOETOL GE Lol LIKPT] TOGOTNT TPOPNS, TPV OO TN GiTIo.

To evandpnpa Bo Tpémel va yopnyeitar Pe xpnom TG SOCIUETPIKNG COPTYYOS TOL TOPEYETUL OTN
ovokevacio. H cupryya epoppolel mave otn orodn kot Stabétet khipoko dykov Kot KAlpoka «ava kg
COUATIKOO Bapovgy, 1 omoia avticToryel ot d6omn cvvinpnong (dni. 0,6 mg pero&icaungkg
COUOTIKOD BAPOg).

Avoxveite kaAd Tpv amd T xpnon.



Metd n yopNYNoT TOV KTNVINTPIKOD POPUUKEVTIKOD TPOIOVTOG, KAEIOTE TN QLAAN ETOVATOUOTICOVTAG
TNV, TAOVETE T1) S0GIUETPIKN oOpLyya e (E0TO VEPO KOl APNOTE TN VO OTEYVAGCEL.

Noa amopedyete TV EXUOAVVON KATA TN YPNON).

4.10 Yrepdocoroyio (COUTTONATA, RETPO. AVTIUETOTLGNG, OVTIOOTA), EAV EiVvOL aTapaiTnTa
X mepintwon vrepdocoroyiag, Bo mpémet va yopnynel cvuntopatiky Bepaneia.
4.11 Xpovog(or) avopovig

Kpéag kar edmdipot 1otoi: 3 nuépeg.
Agv gmitpénetal 1) xpnoT 6€ AAOYO TO, OTTOI0 TUPAYOVY YAAN Y10, AVOPOTIVY KATAVAA®DOT).

5. OAPMAKOAOI'IKEX IAIOTHTEX

DoppokodepamenTikn opudon: AVTIPAEYUOVMOOTN Kol OVTIPPEVLOTIKG TPOTOVTA, UT) GTEPOELON

(o&wcdipec).
Kwdwoc ATCvet: QMO1ACO06

5.1 @oppokodvvoputkES 1O10TNTES

H pero&ucdun, eivor éva Mn Ztepoetdéc Aviipreypovadeg Pappoko (MEAD), g opddog g
o&aung, To 0010 dpa AVAGTEAALOVTAG TNV GOVOEST TNG TPOGTAYAAVOIVIC, 0OKMVTAG KT  dVTO TOV
TPOTO, OVTLPAEYLOVMON, OVOAYNTIKT, OVTIEEIOPMOUATIKT KOl AVTUTVPETIKY OpdoT). Meldvet T duqdnon
TOV AEVKOKLTTAP®Y GTO GAEYUAIVOVTIQ 10TO. X€ IKPOTEPT] EKTOOT|, AVACTEALEL eTioNg TNV and 10
KoAAOYGVO TpoKaAov eV cuvafpoton Bpopforvttapwv. Meléteg in vitro Kot in vivo katédel&ov Otl
N pero&ikdun avactédlel v kKukloo&uyevdon-2 (COX-2) og peyodvtepo Babuo an’ o,tL v
Kukhoo&uyevaon-1 (COX-1). H pelo&uchpn €xet eniong avti-evOoToEIKES 1O10TNTES Y1oTL EXEL
amodelyDel 0Tl avacTéliel TV Tapaywyn g OpouPo&dvng Bz n omoio mopnyOn petd amd evoo@AEPia
yoprynon evdoto&ivng E. coli g LOGY0VG Kot yoipovg.

5.2 ®@appokokivnTiKG oToL)EiD

Amoppognon

Otov 10 Tpoidv ¥pNCUOTOIEITOL COUPOVA [LE TO GCUVIGTOUEVO DOGOAOYIKO GYNA, ] OO TOV GTOHOTOG
BrodwBecipdra elvan mepimov 98%. Ot puéyioteg CLYKEVTIPMOGELS GTO TAAGLO TTPOKVITOLY ETELTA OO
2-3 opec. O ovvtereotg cuoompevong tov 1,08 vodetkvoel 6Tt 1 pelo&ucdn 0V GLGGMPEVETAL
otav yopnyeiton Kodnuepva.

Kotavopn
[Tepimov t0 98% g pHeho&KAUng CLUVOLETOL LE TIG TPMTEIVES TOV TAASUATOG. O OYKOG KOTOVOUNG

givan 0,12 1/kg.

MertafoMopog

O petaforiopodg gival Tol0TIKE TAPOUOI0G GTOVG APOVPOIOVG, TOVG VOVOSMUOLG XOIPOVE, TOVG
avOpdToLs, To fo0EdN] KOl TOVG XOIPOVE, OV KA, TOGOTIK(, LITdpPyovV dtapopéc. Ot kbplot petafolriteg
oL aveLPEOM KAV 6€ OAa Ta €101 YT 01 S-VOpoLu-petaforiteg Kot o1 S-KapPodv-petaforites, Kabhg
Kot 0 o&aAvA-peTaforitne. Agv diepeuviOnie o petafoAicpog ota dAoya. Olot ot kKOplot petafoAriteg
OTOdELYTNKAV POPUOKOAOYIKADG OVEVEPYOL.

Amopdkpuvon
O ypovog nuicetag {ong e pero&ucaung tvor 7,7 dpeg



6. ®APMAKEYTIKA XTOIXEIA
6.2 Kotahloyog ekddymv

Sodium benzoate

Sorbitol, liquid

Glycerol

Saccharin sodium

Xylitol

Sodium dihydrogen phosphate dihydrate
Silica, colloidal anhydrous
Xanthan gum

Citric acid

Honey aroma

Purified water

6.2 Kopieg acoppatotnreg

AOY® EAAEIYNG HELETMV OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV OgV TPEMEL Vol
OVOUELYVOETOL [LE GAAD KTVIOTPIKA QOPLUAKEVTIKE TPOIOVTAL.

6.3 Awapkera Lo

Aldpkela {ONG TOL KTNVIATPIKOD QAPUAKEVTIKOD TPOIOVTOC COLLPMVA. LIE T1 GVOKELAGIO TOANONC:
3 ém.

Avgpxela {ong LeTd TO TPMTO AvOLyUa TNG OTOLXEIDMO0VS GCUCKELATTING: 6 UVES.

6.4 Iowitepeg TPo@LAGEELS KOTE TN OVANEN TOV TPOiIdVTOG

Agv vtapyovv 181KEC 0dMYieg S1oTHPNONG Y10 AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV

6.5 ®@von Ko 6VUVOEGT TNG GTOLYELDOOVS CVGKEVUGINGS

D1 amd ToALUBVAEVIO LYNANC TVKVOTNTAG LE PLowTo ThOU ac@dAclag Yo madid and HDPE kot
Ui SOGUETPIKT GVPLYYa TV 24 ml amd TOAVTPOTVAEVIO e KATpaKo OyKov Kot KMok «ove kg
COUOTIKOD BAPOVS», 1 0ol avTioToyel ot 6001 cuvtipnong (dnA. 0,6 mg peho&ikaung/kg
COUATIKOV BAPOVG).

Mevén cvokevocioc:

Xaptvo kovuti pe 1 @idAn tov 125 ml kot po SociueTpikn cvptyya
Xaptvo kouti pe 1 e1dAn tov 336 ml Kot ol SOCUETPIKN GVPLYYQ

Mmropei va, unv KoKAOQOpPOUV OAEG 0L GLOKEVAGIES.

6.6 Ewdwéc mpo@urdiers amdppryng evog ypnotpomon0EvTog KTNVIOTPLKOD QUPREKEVTIKOV
TPOIOVTOG 1] GAA®V VAKOV TTOV TPOEPYOVTUL OO T1) Y P1)G1] TOL TPOIOGVTOS, UV VAP OVY

Ka0e pn ypnotpomomBév ktviatpikd QuprokeLTIKO TPoTov 1 U XPNOYLOTOMOEVTA VITOAEIHOTE TOV
TPETEL VO, ATOPPITTOVTIOL COUPDVO UE TIG 10YXVOVCES EOVIKES QAT OELS.
7. KATOXOX AAEIAY KYKAO®OPIAX

Emdoka
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Béhyo

8. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/2/11/128/009 (125 ml)

EU/2/11/128/010 (336 ml)

9. HMEPOMHNIA IMTPQTHX EI'KPIXHX/ANANEQYXHY THX AAEIAX
Huepounvia 1 éykprong: 18/08/2011

Huepounvia televtaiog avavémong: 21/06/2016

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TANPOQOPiES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPOoidv dlatibevTol atov
dwkrvoko tono Tov Evponaikod Opyaviopov Pappdkov http:/ www.ema.europa.eu/

AIIATOPEYXH INIQAHXHXE, AIAGEXHX KAI/H XPHXHX

Agv 1oyVet.


http://www.ema.europa.eu/

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Emdocam 5 mg/ml gvécipo didAvpa yio foogdn Kot xoipovg

2.  MOIOTIKH KAI ITIOXOTIKH XYNOEXH
Kabe ml nepiéyst:

ApPOOTIKO GVGTATIKO:
Meho&waun 5 mg

"Exodoya:
Ethanol 150 mg

BA. tov 1A pn KatdAioyo ekddywv 610 Ke@drato 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéowo didivpa.
AlowyEg KItpvemd S1aAV AL,

4, KAINIKA XTOIXEIA

4.1 Eion {oov

Booegdn (ndoyot kot veapd foogldn) Kot yoipot.

4.2 Ogpamevtikég gvocitelg mpoooropilovrag ta £ion {owv

Boogwon:

Xprnowponoteiton o€ 0Egleg AVOTVELOTIKES AOIUDEELS, GE GLVOVAGUO LE TNV KOTAAANAN avTIloTiKY|
Oepaneia, yio ™ peimon TOV KMVIKOV CUUTTOUATOV GE BOOELON.

Xprnoonoteital o€ S14pPOLEG, GE GLVOVOAGHO LE OO TOV GTONOTOG EVVONTIKY Oepameia, yio T
peimon 1oV KAVIKOV GUUTTOUAT®OV 68 LOoKoVs NAKiog peyaivtepng g 1 efdopddag kot o
LoGyidEG.

IMo v kotampdbvor tov peteyyelpnTkod TOVoL HETA TNV amoKEPATOON G€ LOGYOLG.

Xoipou:

Xp1nolonoteital 6€ pUn LOAVGUOTIKEG TOONOELS TOV KIVITIKOD GLUGTHUOTOG, Y10 TN pelmon Tov
CUUTTOUATOV TNG YOAOTNTOS Kot TNG AEYHOVIC. [lol TNV KaTampaiven Tov HETEYYELPNTIKOD TOVOL
OV GLOYETILETAL LLe EMACTOVEG YELPOVPYIKES EMEUPACGEIC TOV PHOAOKDV HLOPI®MV, OO 0 EVVOLYIGLOC.

4.3  Avrevosieg

No punv ypnoiponoieital oe mepintmon vrepevausnciog 6To dPacTIKd GLOTATIKO 1) GE KATO0 A Ta.
€KdoyaL.

Boogwon:

Na punv ypnoilponoteital 6€ fOOEON LE UEIOUEVT NTATIKT, KOPOI0KN 1 VEPPIKN AglTovpyio Kot
OLLOPPOYIKES SLOTAPAYES, 1) OTOL VIAPYOLV eVOEiEElG PAAPDV 0md YooTpeEVTEPIKE EAKT).

I'a ™ Ogpaneio ¢ diappotag ota fooeldn], T0 TPOIOV dev TPEMEL Vo, ypnotponoteitol oe {oa NAkiog
UIKpOTEPTG TNG UG EPSOUASAC.



Xoipou:

Na pnv ypnouomoleitor o€ Yoipovg e UEIOUEVN MTOTIKY, KOPOOKN 1 VEQPIKN AEIToLpYio Kot
OLLOPPAYIKES SLOTAPAYES, ) OTOL VTAPYOLV eVOEIEEIG PAUPDV 0T YooTPEVTEPIKE EAKT).

Na unv ypnoiponoteital o€ xoipovg nAlkiog LIKpOTEPNG TOV 2 NUEPDV.

4.4 Ewwég mposidomomicels yua kKa0e gidog {dov

Boogwon:

H Bepancio Tov pocymv pe Emdocam, 20 Aemtd mptv amd Ty 0noKEPATOOT), LELDVEL TOV
LLETEYXELPNTIKO TTOVO.

H yopiynon tov Emdocam povov dev emrvyydvel TANpn avakodeion and Tov Tovo Kotd T
YEPOLPYIKN EMEUPACT TNG OUTOKEPATMONC.

IMa v enitevén avaxodeiong amd Tov TGVo KATA TN XEPOLPYIKN EXEUPAOT, OTaLTEITAL ) GLYYOPTYTON
UE KATAAANAO avoioONTUKO/KATOGTOATIKO/AVOAYNTIKO.

Mo mv enitevén ™mg kaAbTepNg SLVOTNG OVOAYNTIKNG Emidpoong ueteyyelpntikd, o Emdocam O
npénel va, yopnyeital 30 Aemtd mpv amd ™ ¥EPOVPYIKN ETEUPCT).

Xoipou:

H Bepancio Tov yopdiov pe Emdocam mpv amd Tov €0vouyIGHO, HEIDVEL TOV LETEYYELPNTIKO TOVO.
Mo v enitevén avaxodEiong amd Tov TOVO KOTA TN XEWPOVPYIKN ETEUPACT), omatteiton M
oLYYOPNYNON HE KATAAANAO avosONTIKO/KOTAGTAATIKO/OVAAYTIKO.

Mo mv enitevén g kaAbTEPNG SLVOTNAG AVOAYNTIKNG emidpacng peteyyepntikd, to Emdocam Oa
npénel va yopnyeital 30 Aemtd wpv amd TN XEWPOVPYIKN ETEUPOCT).

4.5 Iowitepeg TPOPUAAEELS KATA TN Y p1oN

Idwitepec mpoeuAdEelc Katd T yprion og {da

Edv damotmboiv avemBounteg evépyeieg, Oa mpénel va daxomteTon 1) Oepaneio Kot vo {nteiton n
GLUPOVAT KTNVIATPOV.

Na aropegdyetor 1 xpfon oe coPfapd apLIATOUEVA, DTOYAVKAUIKA, 1] VTOTOCIKA (Mo 6T 0mToia
OTOLTELTOL TOPEVTEPIKT] OTOKOTAGTOCT] TV VYPOV, O10TL VITAPYEL EVOEYOUEVOG Kivouvog To&ikwong.
Koatd ) didpreta e avarsOnoiog, Oa mpénet va pehetn0el 1o evdeydpevo mapakorohonong Kot

YOPNYNONG LYPAOV MG GLVNONG TPAKTIKY.

[Swaitepec Tpo@LAGEEIS TOV Tpémel va Aopfdvoviol omd To GTOUO TOL YOPNYEL TO PUPLOKEVTIKO
mpoidv oe Loa

H peho&ucdpun pmopei va Tpokalécel aAAePYIKES AVTIOPACEIS. ATOUM [IE YVMOGTH VIEpevaLcONGia o
Mn Ztepoeidn Avtipreypuovodn Dapupoka (MEAD) apénel va amopevyovy TV ETOQT UE TO
KTNVIOTPIKO QOPLOKEVTIKO TPOTOV.

Toyoio awToéveoT e TO TPOIOV TOL ATOUOV OV YOPNYEL TO OKEVAGHLO TOOVOV VO TPOKAAEGEL TOVO.
Y& mePInTOOT MOV KOTA AAD0G KAVETE AVTOEVEST), VO avalNTHOETE AUECMG 10TPIKT| Ponbeta kot va
emdei&ete 6TOV 10TPO TO ECMOKAEIGTO PVAAO 00N YLDV YPNOEWMC N} TNV ETIKETO TOL QPUPLOKEVTIKOD
TPOIOVTOC.

Av10 10 TPOIdV Umopel va TPokoAESEL EpEBIGUO OTO PATIO. e TEPITTOOT EXAPNG LE TO UATIA,
Eem\ovete aUEcmS S1EE00IKA LE vePO.

4.6 AvemOOunreg evépyeieg (cuyvoTNTa Kot cofapoTnTta)

H vmoddpia, 1 evoopvikn kabm¢ Kot 1 evOopAEPLa yoprynomn yivetatl KOAG oveKTr. L& KMVIKEG LEAETEG
oL £yvay og Poogldn, TapatnpOnKe LOVo ELAPPL TOPOdKO 0N 6TO oNUElD TNG EveoNS, LETA
oo VTOSOPLA YOPTYNOT, GE TOGOGTO UIKPHTEPO TOL 10%.

AVOoQUAOKTIKEC 0vTIOPACELS, 01 0Toieg pmopel va eivar cofapéc (evdeyouévag kat Oavotneopeg),
umopel va emovufodv o TOAD GTAVIEG TEPIMTMGELS Kot Bo TpEmel va avTipetomifovTon
GUUNTOHOTIKA.

H ovyvomnta teov avemBdpntov evepyeldv kabopiletal g akoAovOmG:



- mohb ovyvn (meprocotepo omd 1 ata 10 {da mapovoidlovy avemBounteg evEpyELEg Katd T
ddpketa g Bepameiag)

- ovyvn (tepiocdtepo amd 1 ahid Atydtepo amd 10 {da ota 100 vrd Beponeio (oa)

- un ovvnOwopévn (tepiocotepo and 1 aArid Ayodtepo and 10 {da ota 1000 vad Bepancio {ma)

- onévia (meprocotepo amd 1 aArd Aydtepo omd 10 {dha ota 10.000 vid Beponeia {har)

- oAb omévia (Aydtepo amd 1 ota 10.000 vid Beponeia (da, copmeptiapfovouévav tov
LELOVOUEVOV AVAPOPDOV).

4.7 Xpnion kotd Tnv kOnon, T yoiovyio 1 TNV ©OTOKiO

Boog1on: Mnopei va ypnoyomomdei katd tn didpkela g KONGTNC.

Xoipor: Mmopei va ypnotponom0el katd tn didpKeto TG KOMONG KOl TG YOAOUYIOGC.

4.8 Aliemopdocseig pe GAlo QUPUIKEVTIKE TPOTOVTO Kol GAAES poPPES aAAndemidopaong

Na pn yopnyeitotl Tavtdypova [ YAVKOKOPTIKOGTEPOELDT|, AAL [T] GTEPOEIN AVTIPAEYLOVMOT
QAPLOKO 1] LE OVTITINKTIKOVG TOPAYOVTEG.

4.9 Aocoioyia Kol TPOTOG JOPNYNONS

B0, TPETEL VO EMOEIKVIETOL OLAITEPT] TPOGOYT OVAPOPIKA UE TNV akpifela TN xopnyoduevng ddong,
ocoumepAaUPavouévay TG ¥PNONG KATAAANANG OOGIUETPIKNG OULGKEVNG YOPNYNONG KOl TOV
TPOGEKTIKOV VITOAOYIGLLOV TOV COUATIKOV Bépovg.

No anopegbyete TV eNPUOAVVOT KATA TN XPT|ON.

Boogwon:

Epdmna& vrodopia 1 evéopréPia Eveon otn dosoroyia Tmv 0,5 mg pero&ikaung/kg copotikov fapovg
(onA. 10 ml/100 kg copotikov Bapovg) oe GuVOILAGUO He KATAAANAN avTiflotikn Oeponeio 1 pe and
TOV GTOHOTOC EVVOOTIKT Oepameia.

Xoipou:

Kuwnrikéc dwotapoyéc:

E@dana& evdopikn éveon ot docoroyia tov 0,4 mg pelo&ikaung/kg copatikov Bdpovg (dnA.

2 ml/25 kg copatikod Bapovc). Eqv amaiteitol, pmopet va yivel o dgvtepn yopnynon perodikdunc,
HeTd amd 24 mpec.

Meiwon tov peteyyelpnTikod Tdvou:

E@dana& evdopnikn éveon ot docoroyio tov 0,4 mg pelo&ikaung/kg copatikov Bdpovg (dnA.

0,4 ml/5 kg copatikod Bapovg) mpv amd T XEPOLPYIKN ETEUPACT.

KaBuwg dev Ba pémet va yivetor 1 S1dTpnomn Tov eloAdiov meptocotepes amd S0 popéc, o xpnotng Ba
npénel va, emAEEEL TO kKaTOAANAGTEPO LEYEDOG PLoAdiov cOUPMVA e TO TPog Bepameio eidog {dov.

4.10 Yrepoocoroyio (COUTTONATA, RETPO AVTIUETOTLGNG, OVTIOOTA), EAV Eivol amapaitnTa
X mepintwon vrepdocoroyiag, Ba mpémet va yopnynel cvuntopatiky Bepaneia.

4.11 Xpovog(or) avopovig

Boozg1o1] (Locyot kot veapd Pooetdn): Kpéag kot edmodiot wotoi: 15 nuépeg

Xoipou: Kpéog ot edmddipot 1otoi: 5 nuépeg



5. OAPMAKOAOTI'IKEX IAIOTHTEX

DoppokobepamenTikn opudon: AVTIPAEYUOVMOT Kol OVTIPPEVHOTIKG TPOTOVTA, LT OTEPOELDN

(oCukdipec)
Kodwkoég ATCvet : QMO1AC06

51 ®@oppoxodvvopikES 1010TNTES

H pero&ukdpn, sivor éva Mn Etepoetdéc Aviipreypovadec Pappoko (MEAD), g opddog g
o&ucapng, To omoio dpa avacTéEALOVTAG TNV cUVOEST TNG TPOGSTAYAAVOIVIG, ACKMVTAG KOT™ dLTO TOV
TPOTO, OVTIPAEYLOVDON, OVTIEEIOPOUOTIKY], OVOAYTTIKT] KOl AVTUTUPETIKY OpdoT). Meldvet T dqOnon
TOV AEVKOKLTTUP®Y GTO QAEYUAIVOVTA 10TO. X& WKPOTEPT] EKTOOT|, AVAGTEALEL ETTioNg TNV 0t TO
KoAAayOovo mpokaAovpevn cuvafpoion Opopforxvttdpwv. Meléteg in vitro Ko in vivo katédel&ov OtL
N pero&ikaun avaotédletl Ty kKukloo&uyevion-2 (COX-2) og peyadvtepo Babuod an’ 0,tL v
Kukhoo&uyevaon-1 (COX-1). H pelo&ucaun €xet emiong avil-evooToEIKES 1O10TNTES Y1oTi EXEL
amodery0el 0Tl avacTéAlel TV mapaywyn g OpouPodvng B2 n onoia mapnyOn puetd amd yoprynon
gvdoto&ivng E. coli o noGyovg Kot yoipovc.

5.2 ®@appokokivnTiKA oToLyEi

Amoppoégnon

Metd amd epamal vmoddpia yopnynon 0,5 mg perolikdunc/kg, Tipéc Cmax 2,1 ug/ml emitedybnkoy
petd and 7,7 dpeg oo veapd Pooedn.

Metd and epanal evoopvixn yoprynon 0,4 mg peho&ikaung/kg, EmTuyyaveTol LEYIGTN CLYKEVTP®ON
(Cmax) amd 1,1 ém¢ 1,5 pg/ml evtdg 1 dpog 6Tovg ¥oipoug.

Kotavoun
[eprocotepo amd 98% g pelo&ucdping cLVOEETAL [E TIG TPWTEIVEG TOL TAAGLATOC GTO PO0ELON Kot

TOVG Y0ipOVG.

210 Bo0g1dN KO TOVS ¥O1POVGS, 0L VYNAOTEPES TILEG GUYKEVTIPMOT|G TNG ULEAOSIKAUNG TOPATPOVVTOL
GTO MO KO TOVG VEPPOVS. ZUYKPITIKA YAUNAITEPES GUYKEVIPMOOELS OVIYVEDOVTOL GTOVG CKEAETIKOVG
LG KOl GTO MITMOM 16TO.

MetofoMopog

H pelo&ucdin avevpioketon Kupiwg 6to mAGGHa. Xto foogldn], 1 LEAOEIKAUN, AmEKKPIVETOL KLPIWOG
HECM TOVL YAAUKTOG KOl TNG XOANG, EVM TO 0VPA TEPLEYOVV LOVO {yvN Amtd TO apyIKd TPOIOV. TOVG
¥01pOoLGC, M YOAN KAl TO OVPW, TEPIEXOLY HOVO TYvr atd T0 apykd Tpoidv. H peloucaun petaforiletan
0€ QAKOOAN, G€ TaPAy®YO 0EE0G, Kol G€ HEPLKOVE ToAKoUG petafolitec. OAot o1 kOplot petaforiteg
OTOOELYTNKAV POPUOKOAOYIKADG OVEVEPYOL.

H x0p1a 006¢ PropetacynUaticpod tng nero&ikaung eival n o&eidmon.

Amopdkpovon

O ypovog nuicetog {ong g pero&uciung eivorl 26 ®PeG, LETA Ad VTTOSOPLO EVECT] GTA VEAPE BOOELDN.
2TOVG X01povg, Hetd amd evOoLIKN Yoprynon, N péomn numepiodog {ong oto TAdcpa elval mepimov
2,5 dpeg. To 50%, mepimov, Tng xopNyoOUeEVNS SOONG ATOBAAAETAL LLE TO, VPO, KOL 1] EVOTOUEVOVCH
TOGOTNTA LE TO KOTTPOVA.

6. OAPMAKEYTIKA YXTOIXEIA
6.3 Katdroyog ekdoymv

- Ethanol

- Poloxamer 188

- Sodium chloride

- Glycine

- Hydrochloric acid



- Sodium hydroxide
- Glycofurol
- Meglumine
- Water for injection

6.2 Kopieg acopparotnreg

Abdy® ENhelyng HEAETOV AGVUPATOTNTOG, TO POV KTNVIOTPIKO PUPUOKEVTIKO TPOidV dev TPEMEL VL
OVOUELYVOETOL [LE GAAD KTVIOTPIKA QOPLAKEVTIKE TPOIOVTAL.

6.3 Awpkero {ong

Audgpxela {ONG TOL KTNVIOTPIKOV QAPUAKEVLTIKOD TPOIOVTOG COLPMVA LIE T1) GLCKELAGIO TOANONG:
Zf(;;]&w NG UETA TO TPADTO AVOLYLLO TNG OTOLEIDNDOVE GLOKEVOGING: 28 NUEPEC.

6.4 Idwitepeg TPOPLAGEELS KATA TN QOAUEY TOV TTPOTGVTOG

Agv vapyovv €181KEG 0dNYieg S1oTHPNONG Y10 GVTO TO KTNVIUTPIKO QUPUAKEVTIKO TPOTOV.

6.5 ®@von Ko 6OUVOEST TNG GTOLYELDOOVS CVGKEVUGIOGS

Ayxpopa eroAide arnd yoori Tomov I, pe mopa eloyd®pnong EAcTIKoD BOVTLUAOL KOl COPAYIGHEVA [LE
KéALUPO 0O OAOVIVIO.

Meyéfn cuokevaciog:

Xaptivo kouti wov mepiéyet 1 graiidto twv 50 ml
Xaptivo kouti wov mepiéyet 1 graridto tov 100 ml
Xdaptvo kovuti mov mepiéyetl 1 prokidio twv 250 ml

Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVUGIEC.

6.6 E0kég mpo@uia&ers améppryng evog pNoorotn0£vTog KTNVIOTPIKOD QUPUIKEVTIKOD
TPOIOVTOG 1] GAAOV VAKOV TTOV TPOEPYOVTUL OO T1) Y P1)G1) TOL TPOIOVTOS, AV VTAPYOVY

Kda0e pun ypnoyomonév knviatpikd eoprokenTikd Tpoidv 1 U xpnotponom0évta VIoAEIUATd ToV
TPETEL VO, ATOPPITTOVTIOL COUPOVO LE TIG 1GYVOVOEG EBVIKEG QAT OELS.

7. KATOXOX AAEIAY KYKAO®OPIAX

Emdoka

John Lijsenstraat 16

2321 Hoogstraten

Béhyo

8. APIOMOZ(OI) AAEIAY. KYKAO®OPIAX

EU/2/11/128/004-006

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHX THX AAEIAX

Hpepopnvia 1" éyxpiong: 18/08/2011
Hpepounvia tedevtaiog avavémong: 21/06/2016



10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TANPOQOPIEG Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPOoidv dlatibevTol atov
dwkrvoko tono Tov Evponaikod Opyaviopov Pappdkov http:/www.ema.europa.eu/

AIIATOPEYXH INIQAHXHX, AIAGEXHX KAI/H XPHXHX

Agv 1oyVet.


http://www.ema.europa.eu/

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Emdocam 5 mg/ml gvécipo d1dAvpa yio 6KOAOLG Kol YUTES

2. MHOIOTIKH KAI MTOXOTIKH XYNGEXH
Ka0e ml mepiéyet:

ApPOOTIKO GVGTATIKO:
Meho&aun 5 mg

"Exdoya:
Ethanol 150 mg

BA. tov i\ pn KatdAoyo ekddywv 610 Kepdrato 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéowo d1divpa.
Aloyéc KItpvemo S1aAL .

4. KAINIKA XTOIXEIA

4.1 Eiom {oov

2KOAOL, YOTEG

4.2 OgpamevTikég evoeifelg tpoodlopilovrag Ta £idon {O®V

Ykolou:

AvOoKoVPIoT TNG PAEYLOVIG Kot TOL TOVOL, TOGO o€ 0&eieg OGO KOl GE YPOVIEG LVOGKEAETIKEG
droTapayéc. Meimon Tov PETEYYEPNTIKOD TTOVOU KOl TG PAEYUOVIC LETA amd 0pOoToIdIKE
YEWPOLPYIKEG EMEUPATELS KOl ETEUPACEIS TOV LOAUK®DY LOPIOV.

Iarec:

Meiwon tov peteyxelpnTikod mHvov HETE omd ®OoONKVLOTEPEKTOU KOl EAAGGOVES YEPOLPYIKEG
eneUPAGELS TOV LOAOKODV HOpimV.

4.3 Avtevositeag

Na unv xpnoionoteital 6€ mepinT®mon vaepeLOIcHNGiag 6TO SPASTIKO GLGTATIKO 1) G KATO10 Amd TO
£KO0y0L.

Na pnv ypnowonoteital katd ) didpkea TG KOMONG M TG Yorovyiog 6Tovg GKOAOVS KOt TIC YOTEG.
No unv ypnoyLonoleitol 6€ GKOAOVG KOl YATEG LLE YOOTPEVIEPIKES OLOTAPUYES, OTMG EPEDIGLO KOt
OLOpPayia, LEIMUEVT NTOTIKY, KOPSLOKT 1] VEQPIKT AELITOVPYIO KOl OLUOPPAYIKES SLOTAPUYES.

No pnv xpnoHoToLEITOL 6€ GKVAOLS KOl YATEG NAKING LKpOTEPNS TV 6 efdouddwv N o ydtec Bdpovg
Kbt Tov 2 kg.

4.4 E10wkég Tpoerdomou|oels Yo ka0e gidog {dov

Koapia.

4.5 Iowitepeg Tpo@LAGEELS KOTE TN Y(Pion



Idwitepec mpouAdEeic katd tn yprion oe {da

Edv dtumiotmBodv avemBounteg evépyetes, Ba mpénel va dtokdnteTon 1) Bepameio ko vo (nteiton n
GUUPBOVAN KTNVIATPOV.

Na aropegdyetar 1 gp1on o€ coPfapd apLIATOUEVA, DTOYAVKAUIKA, 1] VTOTOCIKA (Mo 6To 0moia
OTTOLTEITO TTOPEVTEPLKT] OMOKATAGTACT] TWV VYP®V, O10TL LILAPYEL EVOEXOUEVOS KivOuvog ToEikmanG.
Koatd ) didpreta e avarsOnoiog, Oa mpénet va pehetn0el 1o evdeydpevo mapakorohOnong Kot

XOPYNONG VYPDOV (G GLVAONG TPOKTIKT).

[Swaitepec Tpo@LAGEEIS TOV Tpémel va Aopfdvoviol amd To GTOUO TOL YOPNYEL TO PUPLOKEVTIKO
npoidv o Lha

H peho&ucdpun pmopei va Tpokalécel aAAePYIKES aVTIOPACEIS. ATOUM [IE YVMOGTH VIEpevaLctncia o
Mn Ztepoetdn Avtipreypovdrdn Oapuaxa (MEZAD) Tpénel vo 0moPEDYOVY TV EXOPTN LE TO
KTNVIOTPIKO QoppakeLTikd Tpoidv. Tuyaio avtoéveon Le TO TPOiOV TOL ATOHOL OV YopNYEl TO
OKEVOGLO THOVOV VO TPOKAUAEGEL TOVO. Xg TEPIMTTMOOT TOV KOTA AAO0G KAVETE AVTOEVEDT], VO
avolntinoete apésmg Tpikr| fonbeia kot va emideiEete oToV 10TPd TO E0MKAEIGTO DVAAO 0INYIDV
YPNOEWDS N TNV ETIKETO TOV PAPLLOKEVTIKOD TPOIOVTOC.

Av10 10 TPOIdV Umopel va TPoKoAESEL EpEBIGUO OTO PATIO. € TEPITTOOT EMAPNG LE TO LATIA,
Eemhivete apéomc d1e€0dikd e vepo.

4.6 AvemOOunreg evépyereg (cuyvoTNTa Kot cofapoTnTo)

Yovnoelg avemBounteg evépyeteg tov MEAD, dnwg andAeia g 6peEng, Euetog, didppota,
AavBavovsa apoppayia oto KOTpove, ANBapyog Kot VEQPIKT aveTdpKeLa £(0VV OTavimg avopepOet.
Avénuéva nratikd Eviopa Exovv avapepbel o TOAD GIAVIEG TEPIMTMOCELG.

Ayoppayikn S14ppoia, AUATEUEST] Kol EEEAKMON TOL YOGTPEVTEPIKOD EXouV avapepbel o TOAD
OTAVIEC TEPITTAOCELS. AVTEG Ol AVETBVUNTES EVEPYELES EUPAVILOVTAL, OE YEVIKES YPULUUES, EVTOG TNG
TPAOTNG efdopadag Bepomeiog Kot TIG TEPIGCOTEPES POPES EIVaL TUPOOIKES KOl VITOYMPOVYV LETE TNV
oploTikn Olakom g Bepaneiog aAld, 6€ TOAD OTAViEC TEPUTTAOCELS, UTOpel va glval coPapéc 1
Bavatneopsg.

Avo@uLoKTogldElG avTIOPAcEIC UTOPEL VAL ELPOVIOTODY GE TOAD GTAVIEG TEPIMTMGELS Kot Ba Tpémet va
AVTIHETOTILOVTOL CUUTTOLOTIKAL.

Edv damotmBovv avemBounteg evépyeieg, Oa mpémel va dokonteton 1 Oepaneio kot va {nteitol n
GUUPBOVLAN KTNVIATPOV.

H ocvyvomta tov avemBountov evepyeidv kabopiletal oc akolobbmg:

- moAb ovyvn (meprocotepo omd 1 ata 10 {da mapovoidlovy avemBounteg evEpyeleg Katd
duapxetla tng Oepameiog)

- ovyvn (tepiocdtepo amd 1 ahid Arydtepo amd 10 {da ota 100 vrd Beponeio (ma)

- un ovvnBiouévn (meprocotepo amd 1 addd Aryotepo and 10 {da ota 1000 vrd Bepaneio (oa)

- onévia (meprocotepo omd 1 aArd Aydtepo amd 10 {da ota 10.000 vio Bepaneia (dha)

- moAb omavia (Aydtepo amo 1 ota 10.000 vid Bepomeio (o, cLUTEPIAAUPOVOUEVOV TMV
LELOVOUEVOV OVOPOPDV).

4.7 Xpnfon Katd TNV KONG1, TN YoroV)ia 1] TNV MOTOKIM

H acpddeia Tov kviaTpikod QopROKEVTIKOD TPOidVTOG dev £xel amodelydel Katd T diapKeln TG
KONong Ko g yolovyiag (BA. mapdypagpo 4.3).

4.8 Aliemopdocseig pe GAlo QUPUIKEVTIKE TPOTOVTO Kol GAAES popPPES aAAnAemiopaong

Ao MZAD, 5100pNTIKE, OVTUTNKTIKA, OUIVOYAVKOGIOIKE avTIBLOTIKE Kol OVGieS e LYNAT déopeuon
TPOTEIVOV pmopel va avtayovifoviar yio T dECUEVCT Kal, MG €K TOVTOV, VO 00NYOVV GE TOEIKEG
emdpdoclc. To Emdocam 0oev mpémer vo  yopnyeitar tovtdypove ue GAlo MZIAD 7
YAVKOKOPTIKOGTEPOEWT. H  tawtdypovn yoprynon oOuvntikd ve@PoToIK®V — KINVINTPIKMOV
QUPUOKEVTIKGOV Tpoidvimv Oa mpémel va amopedyetal. Xe (da vmo avoodntikd kivovvo (m.y.
niukiwpéva {oa) Ba mtpémel vo peketn el o gvdeyOpevo evooeAEPLAG 1 VTOSOPLOG YOPTYNOTG VYPDV



Katd ™ Sudpkewn TG avorstnoiag. Katd v tavtdypovn yoprynon avoiodncioc kot MEZAD, dev
Umopel v 0mOKAEIGTEL 0 KIVOLVOG Yidl TN VEQPIKT Agttovpyia.

H mpoxatapitikn Oepaneio e avTipAeyLOVMOELS OLGIEG UTOPEL VO 00N YN OEL GE EMTAEOV 1] LENUEVES
avemBounTeg eVEPYELES Kal, GUVETMG, Ba TpEmel va Tnpeitol mepiodog ympic Bepaneia pe téTown
KTNVWOTPIKG QOPIOKEVTIKE TPOTOVTA, Y10 TOLALYIGTOV 24 dpeg mptv amd v Evapén g Bepomeiag.
Qo1t600, Katd v nepiodo ywpig Oepaneia Oo Tpémel va Aapufavovor vToYn ot PUPUOKOAOYIKES
WO0TNTES TOV TPOIOVIMV TTOV YPTCILOTOONKAY TPOT)YOUUEVMG,.

4.9 Aocoloyio Kol TpémOC yopynong

B0, TPENEL VO EMOEIKVIETOL OLAITEPT] TPOGOYT UVAPOPLKA Ue TNV akpifela g xopnyoduevng ddong,
oopmepAapfovopuévemy g ¥PNoNG KATAAANANG OOCIUETPIKAG OULOKEVLNG YOPNYNONG KOl TOV
TPOGEKTIKOV VTOAOYIGUOV TOV GOUATIKOD BAPpOouG.

Noa amopedyete TV EXUOALVON KATA TN (PON).

Ykvolou

MvuoockeAeTikég SloTopoyES:

Epdanag vrodopia éveon otn docoroyia tov 0,2 mg pero&ikaunc/kg copoticon Bapovg (dnA.

0,4 ml/10 kg copoatikov Bdpovg).

Meimon tov peteyyelpnTikod moévou (evtdg pog teptddov 24 wpav):

Epdanag evoopléPia 1 vrodopla Eveon og docoroyio Tov 0,2 mg pelo&ikaung/kg copatikov Bdpovg
(onA. 0,4 ml/10 kg copotikod BApovg) TPy amd T XEPOLPYIKN ETEUPACT], Y10 TAPASELY LA KATE TOV
1POVO ETAY®YNG TNG avolcOnoiog.

I'érec:

Meimon Tov PeTey EPNTIKOL TOVOL:

Epdanag vrodopia éveon otn docoroyia tov 0,3 mg pero&ikaunc/kg copoticon Bapovg (dnA.

0,06 ml/kg couatikod Bapovg) mpiv amd T XEPOVPYIKN ETEUPACT), Y10 TOPASELY IO KATE TOV YPOVO
EMAYOYNG TNG avousOnciag.

KaBwg dev Ba mpémet va yiveton ) S1dtpnomn tov elaiidiov ntepiocotepeg amd S0 popéc, o ypnotng Oa
TPEMEL VoL EMAEEEL TO KOTAAANAGTEPO HEYEDOG PLOALSIOL GUUP®VA e TO TTPOg Bepameia £idoc {dov.

4.10 Ymepooooroyia (COUTTONOTO, RETPA AVTIUETMOTIONG, OVTIOOTA), EAV Elval aTOpaiTTA
Xe mepintwon vrepdosoloyiag, Ba mpémet va yopnynOel cupntopatikn Oepomeio.

4.11 Xpovog(or) avopovig

Agv amorteiton.

5. DAPMAKOAOT'TIKEX IATOTHTEX

DoppokobepamenTikn opdd: AVTIPAEYLOVMOOTN Kol OVTIPPEVHOTIKG TPOTOVTA, 1) OTEPOELDN

(0Cukdipec)
Kwdwoc ATCvet : QMO1AC06

51 ®@oppoxkodvvopkEs 1010TNTES

H pero&ucdpn, eivar éva Mn Xtepoetdéc Aviipreypovardeg Pappoko (MEAD), g opddos g
o&uaung, To omoio dpa avacTEALOVTAG TNV GUVOEST TNG TPOGTAYAAVOIVIG, ACKMVTAG KOT  aLTO TOV
TPOTO, OVTIPAEYUOVDON, aVTIEEIOPOUATIKY], OVOAYTTIKT KOl AVTITVPETIKY OpdoT). Meldvel T dtqdnon
TOV AEVKOKLTTUP®Y GTO QAEYUAIVOVTA 10TO. X€ WKPOTEPT] EKTOOT|, AVASTEALEL ETTioNg TNV 0t TO
KoALayovo mpokaAovpevn cuvafpotion Opopforvttdpwv. Meléteg in vitro Kot in vivo katédel&ov ott
N pero&ikaun avacstéidel v kukioo&vyevion-2 (COX-2) ae peyodvtepo Babuod an’ 0,tL v
Kukloo&uyevaon-1 (COX-1).



5.2 ®@appokokivnTiKG oTOL)ELD

Amoppoégnon

Metd amd vmodoplo. yopnynomn, N Hehofukdun sivor TApwg Prodiabéoiun kot UEYIOTEC HECEC
ovyKevtpmoelg 0to TAdopo 0,73 png/ml otovg okviovg ko 1,1 pg/ml otig ydteg emtevydnKav mepimov
2,5 opeg kan 1,5 mpa petd n yopnynon avtictouya.

Kozavoun

Ymhpyet por ypopuKn oxéor HETaED TG YopnyovEVNS 0O0NG KOl TNG GLYKEVIPWOGNG GTO TAAGLO TTOV
TapaTNPEiTaL 6T0 BEPATELTIKO EVPOG BOOMG GTOLG GKVAOVG Kot Ti Yates. [lepiocdtepo amd 10 97%
NG LEAOEIKAUNG CUVOEETOL LIE TIG TPMTEIVEG TOV TAAGUATOG GTOVG GKOUAOLG KOl TIC YATEG.

O 6ykog katavoung givar 0,3 1/kg otovg okvrovg kot 0,09 1/kg otig yatec.

MetofoMopog

H pelo&ucdipn avevpioketor Kupiwg 6To TAAGHA. XTOVC GKOAOLS KO TIG YATEG, AMEKKPIVETAL EMIONG
KVpimg HESM NG YOS, EVM TO 0OVPA TEPIEYXOVY UOVO TYvN Ao TO apyIKO TPOIOV.

2Tg yateg, aviyvevdnkov wévte Kvplot UeTOfOAitec, TO OOVOAO T®V Omoi®v  amodeiyfnke
POPLOKOAOYIKMG AVEVEPYO.

H «dpra 006¢ Propetacynuaticpov e perosikdung sivar  o&eidmon.

Amopdkpuvon
2T0VGg GKLAOVG KO TIG YATES, 0 XpOvog nuicetog {ong e peroukaung eivan 24 opec. To 75% mepinov

NG XOPNYOoUUEVNS 600G amoPAAAETOL e TO KOTPOVE, KOl 1) EVOTOUEVOVGO TOGOTITO, LLE TO, OVPO. GTOVG
GKOAOVC.

2116 Yateg, n aviyvevon petafolMtdv omd To apykd TPOidV GTO 0VPa Kol TO KOTPOVO, OAAL OYL GTO
mAdopa ival evogtktikn g tayeiog amofoing tovg. To 21% g avaxtnBeicag d6ong amoPfdAreTon e
T 00pa (2% g apetaPAntn pelo&ucaun, 19% og petapolriteg) kot 10 79% ue to koémpava (49% g
apetdfintn pero&ucaun, 30% wc petaforiteg).

6. ®APMAKEYTIKA XTOIXEIA
6.4 Kotaroyog ekdoymv

- Ethanol

- Poloxamer 188

- Sodium chloride

- Glycine

- Hydrochloric acid

- Sodium hydroxide
- Glycofurol

- Meglumine

- Water for injection

6.2 Kopieg aocvppatotnTeg

AOY® EAMAEIYNG LEAETMV 0oLUPATOTNTOC, TO TAPOV KTNVIATPIKO QUPUAKEVTIKO TPOTOV OEV TTPEMEL VO
OLVOLLELYVOETOL PE GAAL KTNVIOTPLKG POPUOKEVTIKA TPOIOVTOL.

6.3 Awgpkero {ong



Algpketa {oNE TOV KTNVINTPIKOD QUPHOKELTIKOD TPOIOVTOC GCOUPMVA, LLE TI CVLOKEVAGIN TOATONG:
if(’fgl.cma o1 LETA TO TPATO GVOLYLO TNG OTOLYEIDNDOVE GLOKEVOCING: 28 NUEPEG.

6.4 Iowitepeg TPo@LAGEELS KOTE TN OVAXEN TOV TPOiIdVTOG

Agv vTapyovv 101KEG 0dMYieg H10THPNONG Y10 AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV

6.5 @Yon Kal 6HVOES TNG GTOLYELDOOVS GCVOKEVUGIUG

Ayxpopa eroAidwe and yoori Tomov I, pe oo eloy®@pnong EAacTKoD BOVTUAOL Kol GOPAYIGUEVA [LE
KAV 0O OAOV VIO,

Meyén cvokevaciog:
Xdaptvo kovti mov mepiéyetl 1 proridio twv 20 ml
Xdaptvo kovti mov mepiéyetl 1 proridio twv 50 ml

Mmropei va, unv KoKAOQPOpPOUV OLEG 0L GLOKEVAGIES.

6.6 Ewdwéc mpo@urdierg amdppiyng evog ypnotpomotn0EvTog KTNVIOTPLKOD QUPREKEVTIKOV
TPOIOVTOG 1] GAAOV VAKAOV TTOV TPOEPYOVTUL OO T1) Y P1)G1] TOL TPOIOGVTOS, UV VTAPYOVY

Ka0e pn ypnoipomomBév ktviatpikd QuprokeLTIKO TPOTOV 1 U1 XPNOYLOTOMOEVTA VTOAEILOTE TOV
TPETEL VO, ATOPPITTOVTIOL COUPDVO UE TIG 10YXVOVOES EOVIKES QAT OELS.

7. KATOXOX AAEIAY KYKAO®OPIAX

Emdoka

John Lijsenstraat 16

2321 Hoogstraten

Béhyo

8. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/2/11/128/007-008

9. HMEPOMHNIA ITPQTHX ET'KPIZHX/ANANEQYHY. THX AAEIAX
Huepounvia 1 éykpiong: 18/08/2011

Huepounvia tekevtaiog avavémong: 21/06/2016

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANPoQOpieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPOoidv diatibevTol atov
dktvakd tomo Tov Evponaikod Opyavicpod Poapudkov http://www.ema.europa.eu/

AIIATOPEYXH INIQAHXHX, AIAGEXHX KAI/H XPHXHX

Agv 16y0eL.


http://www.ema.europa.eu/

ITAPAPTHMA 11

IHAPAXKEYAXTHX YHHEYOYNOZX(OI) I'TA THN AITOAEXMEYZXH TQN
ITAPTIAQN

OPOI'H ITEPIOPIXMOI 1I0Y A®OPOYN TH AIAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)



A. HAPAXKEYAXTHX YIIEYOGYNOZXZ(OI) I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

Enovouio kot 51€06vvon Tov TopockeuaoT oL ival vTedhuvog Yo TNV amodEGUEVCT TOV TOPTIOWY
Produlab Pharma bv

NL-4941 SJ Raamsdonksveer

OMowvoio

B. OPOI'H HEPIOPIXMOI THX AAEIAYX KYKAO®OPIAL, IIOY A®GOPOYN TH
ATAGEXH KAI TH XPHXH

Na yopryeital LOvov e KTNVIOTPIKT GLVTAYY.

I ENAEIEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

H pero&ucdpn too Emdocam givon pua emttpenopevn ovsia 6mwg mepthappdvetot otov mivaka 1 tov
Moapaptiuatog Tov Kavoviouov No 37/2010 g axorovbwmg:

Dappaxoroyikdg | Kordhouro- Eidn AOK Eidn AlAec OePOmEVTIKY
Sdpaotikn(eg) Agikng {owv 0TOV | TpodTodicelg tagwounon
ovaio(ec)

Meho&uchpn Mero&ucapn | Boogdn], |20 pgkg |Mveg | Kapio AVTIQAEYLOVAOOELS
alyec, 65 ug’kg |'Hmap | kotoyodpnon | mapdyovreg/
xoipot, 65 ng/kg | Neppol Mn otepocideic
KOVIKAOL, OVTUPAEYHLOVAOELG
ToEdN TAPAYOVTEG
Booedn, |15 ugkg |Tdra
aiyeg

Ta €kdoya Ta onoia meptypapovtot oty Topdypago 6.1 tng IIXII gite eivon emTpendueveg ovaieg yuo
T1G omoiec o mivaxog 1 tov [Mapaptiuatog tov Kavovieuov No 37/2010 avoeépet 6Tt dgv amortodvton
AOK, &ite Bewpovvton 61t dev gumintovv oto medio epapuoyng tov Kavoviopov No 470/2009, 6tav
YPNOLOTOLOVVTAL GE OVTO TO KINVINTPIKO POPLOKEVTIKO TPOTOV.



ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX



A. EINIIXHMANXH



IMAHPO®OPIEX IIOY ITPEITEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI - guariowa v 50, 100 1 250 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Emdocam 20 mg/ml evécipuo didhvpa yio foogidn, yoipovg kot droya,
pero&kaun

| 2. TYNOEXIH XE APAXTIKH(EX) OYZIA(EL)

Meho&ucaun 20 mg/ml

‘ 3. OGAPMAKOTEXNIKH MOP®H

Evéoipo dteiopa

4. YYXKEYAXIA

50 ml
100 ml
250 ml

5.  EIAOX(H) ZQOY(QN)

Booedn, yoipot ko dAoya

| 6. ENAEIZH(ELL)

Awfaote 10 PUALO 0INYIOV TPV amd TN YOPNYNON.

‘ 7. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Booswon:  SC, IV
Xoipou: M
Adloya: v

Awfdote To @OALO 0ONYIOV ¥PNOTNG, TPV OO TN YPNON.

‘ 8. XPONOX ANAMONHX

XpoOvog avapovig:
Boogon:  kpéag kot eddOot 1otol : 15 nuépeg yoha : 5 nuépeg
Xoipou: KpEaG Kot €0ADOUOL 16TOL : 5 nuépeg

Aloya: KpEAG Kot €0ADOUOL 16TOL : 5 nuépeg
Agv emTpEneTOL 1) XPNON € AAOYO T OTTOi0 TOPAYOUV YAAQ Y10 OVOPDOTIVY KATUVAA®OT).



‘ 9. EIAIKH(EY) ITPOEIAOITIOIHXH(EIXY), EAN EINAI AITAPAITHTH(EX)

AwfacTe T0 QUALO 0INYIOV XPNONG, TPV ATTO TN YPT oM.

‘ 10. HMEPOMHNIA AHZHX

AHEH {uqvag/éroc}
Avdpxera {ong petd 1o TpdTo dvorypa: 28 nuépeg.
Metd to TpdTO Gvorypa, YpNom €0G «.vvnveennnnn..

11. EIAIKEX XYNOHKEX AIATHPHXHX

12. EIAIKEX ITPO®YAAZEIX AITIOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY INPOIONTOX 'H AAAQN YAIKON IOY
TIPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

Amopprym: PA. ECOKAEIGTO GUALO 00T YLDV ¥P1ONG.

13. OI AEEEIX «-AITOKAEIZTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIZMOI ITOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

AmoxAeloTIKA Y10 KTNVIOTPIKN XpNor. No dtatifBeTar LOvoy e KTNVIOTPIKT CLUVTAYN.

14. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA TTAIAIA»

Na puAdooetor o 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

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

Emdoka

J. Lijsenstraat 16
B-2321 Hoogstraten
Belgium

16. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/11/128/001
EU/2/11/128/002
EU/2/11/128/003

17. APIOMOX TAPTIAAX ITAPAT'QI'HX

TToptida



IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

Etwkéto graidiov yro 100 kot 250 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Emdocam 20 mg/ml evéciuo didhvpua yio foogidn, xoipovg kot Groya,
pelo&kaun

| 2. ILYNOEXIH XE APAXTIKH(EX) OYEIA(EY)

Meho&ucaun 20 mg/ml

‘ 3. OAPMAKOTEXNIKH MOP®H

Evéoyo awdivpa.

4. YYXKEYAXIA

100 ml
250 ml

5.  EIAOX(H) ZQOY(QN)

Booedn, yoipot ko dAoya

| 6. ENAEIZH(ELX)

Awfaote T0 PUALO 0INYIOV XPNOTG, TPV ATO TN YPNON.

‘ 7. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Booswon:  SC, IV
Xoipou: M
Aloya: v

Awfaote T0 PUALO 0ONYIOV TPV amd TN YOPNYNON.

‘ 8. XPONOX ANAMONHX

XpOvog avapovig:
Boogon:  kpéag kot edmOot 1otol : 15 nuépeg yoha : 5 nuépeg
Xoipou: KpEAG KoL dMOLLOL 10TOL : 5 NuUEPES

Aloya: KpEAG Kot €0ADOUOL 16TOL : 5 nuépeg
Agv emTpénetal 1) xpromn 6€ AAOYO TO OTTOI0 TUPAYOVY YAAQ Y10, AVOPOTIVY] KATAVAAWOOT).



9. EIAIKH(EY) ITPOEIAOITIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

Awfdote To @OALO 0ONYIOV ¥PNOTNG, TPV OO TN YPNOT.

10. HMEPOMHNIA AHEHX

EXP {unvag/étoc}
Awdpketo {ong PeTd To TPMTO Avorypo: 28 nuépec.
Metd to mpadTo dvorypa, yprion €0 ............

11. EIAIKEX XYNOHKEX AIATHPHXHX

12. EIAIKEX ITIPO®YAAEEIX AITOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITO TO ITPOION, AN YITAPXOYN

AwfacTe T0 PUALO 0INYIOV XPNONG, TPW ATTO TN YPTON.

13.  OI AEEEIX «AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MHEPIOPIEMOI ITOY IXXYOYN XXETIKA ME TH ATAGEXH KAI TH XPHXH, av
VITAPYOVY

AmorAeloTikd yio ktnviatpikn xpnon. Na diatifetal Hovo e KIvioTpiki GLVTay.

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

Na pvrdooetal o€ BEom, TNV onoia dev PAETOLY Ko dev TPpooeyyilovv Ta TALdd.

15 ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAETAYX KYKAO®OPIAX

Emdoka

J. Lijsenstraat 16
B-2321 Hoogstraten
Belgium

16. APIOMOI AAETAY KYKAO®OPIAX

EU/2/11/128/002
EU/2/11/128/003

17. APIOMOX TAPTIAAY ITAPAT'QI'HX

TToaptida




EAAXIXTEX TAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Etikéta groidiov yro 50 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Emdocam 20 mg/ml evéciuo didhvpua yio foogidn, yoipovg kot droya,
pero&kaun

‘ 2. INOXOTIKH XYNOEXH XE APAXTIKO(A) XYXTATIKO(A)

Meho&wkapun 20 mg/ml

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

50 ml

4. OAOX(OI) XOPHI'HXHX

Boosgwo1): SC, IV
Xoipou: M
Aloya: v

5. XPONOX ANAMONHX

XpoOvog avapovig:

Boogwon: KpEag Ko €dMOoL 1otol : 15 nuépec yoha: 5 nuépeg
Xoipou: KpEOG Kot €0AOUOL 16TOL : 5 nuépeg

Adloya: KpEog Kal edDOLOL 10TOol : 5 Nuépeg

Agv emTpENETOL 1) XPTOT OE AAOYO T OTO10L TOPEYOUV YAAQ Y10 OVOPDOTIVY KATUVAA®OT).

6. APIOMOZX ITAPTIAOX

MMoptida

‘ 7. HMEPOMHNIA AHEHX

EXP {uqvag/étog}
Metd to TpdTo dvorypa, ¥pNoN €0G.......ven.....

‘ 8. OI AEZEIX «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.



IMAHPO®OPIEX IIOY ITPEITEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Xaptivo kovti Yo T Q1A Tev 125 ml 1 Tov 336 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Emdocam 15 mg/ml ndéciuo evardpnua yio dAoyo
pero&ucaun

| 2. TYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Melo&ucaun 15 mg/ml

‘ 3. OGAPMAKOTEXNIKH MOP®H

[Téc1o evoumpnuo

4. YYXKEYAXIA

125 ml
336 ml

5.  EIAOX(H) ZQOY(QN)

Aloya

| 6. ENAEIZH(ELX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Avoakveite koA Tpv amod T xpnon.

Noa yopryeital ite avouepetypévo Le puKp mocdTnTo TPOPNC TPV amd T Gition, ite anevbeiog péca
670 GTOUA.

Metd ™ Yop1yNo, ETOVOTMOUATIOTE TN PLAAT, TAOVETE TN OOGIUETPIKT GUPLyYa Le (eaTo vepd Kot
QN OTE T VO GTEYVAOOEL.

Awfaote T0 PUALO 0INYIOV XPNOTG, TPV ATO TN PN ON.

‘ 8. XPONOX ANAMONHX

XpOvog avapovig:
Kpéag kot edmdipot 1otoi: 3 nuépeg
Agv emTpENETOL 1) XPTOT OE AAOYO T OTO10, TOPEYOLV YAAQ Y10 OVOPDOTIVY KATUVAA®OT).



9. EIAIKH(EY) ITPOEIAOITIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

Noa punv ypnotpomoteital og £YKveg 1 YoAovyoOoeC popPades.

10. HMEPOMHNIA AHEHX

AHZEH <{uivag/étoc}>
Metd to TpdTo dvorypa, ypnon £mg. ..
Avgpxera {ong LeTd To TPMTO Gvorypa Tov TEPIEKTT: 6 UNVEG.

11. EIAIKEX XYNOHKEX AIATHPHXHX

12. EIAIKEX ITIPO®YAAEEIX AITOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
TIPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

Amopprym: PA. ECOKAEIGTO GUALO OONYIDV YPNOTG.

13. OI AEEEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MHEPIOPIEMOI ITOY IXXYOYN XXETIKA ME TH ATAGEXH KAI TH XPHXH, av
VITAPYOVY

AmorAeloTikd yio kTnviatpikn xpnon. Na dtatifetal povov pe KTVINTPIKY CUVTOYT.

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

Na pvidcoetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

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

EMDOKA

John Lijsenstraat 16
2321 Hoogstraten
Béhyo

16. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/11/128/009 (125 ml)
EU/2/11/128/010 (336 ml)

17. APIOMOX TAPTIAAYX ITAPAT'QI'HX

TToaptida {apOuos}



INAHPO®OPIEX ITOY ITPEITEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

Etwkéta graing ywo to 125 1 ta 336 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Emdocam 15 mg/ml ndéoiuo evardpnua yio dAoyo
pero&ucaun

| 2. TYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Meho&ucaun 15 mg/ml

‘ 3. OAPMAKOTEXNIKH MOP®H

[Téc1o evoumpnuo

4. YYXKEYAXIA

125 ml
336 ml

5.  EIAOX(H) ZQOY(QN)

Aloya

| 6. ENAEIZH(ELX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Avakwvnote koAl Tpv omd T (pNon.
Awpaote 10 PUALO 0ONYIOV TPV amd TN YOopPNYNoN

| 8.  XPONOX ANAMONHX

Kpéag kot edmdipot 1otoi: 3 nuépeg
Agv emiTpéneTal 1) pror 6€ AAOYO TO, OTTOI0 TUPAYOVY YAAD Y10, AVOPOTIVY] KATAVAAWDOT).

‘ 9. EIAIKH(EYX) ITPOEIAOITIOIHXH(EIXY), EAN EINAI AITAPAITHTH(EX)

AwBdote T0 OALO 0dNYIDV YPNONG, TPV AT TN PN ON.



‘ 10. HMEPOMHNIA AHZHX

EXP {unvag/étoc}
Metd to mpadTo dvorypa, ypnion £€ag ............
Avgpxera {ong HeTd 1o TPOTO Avorypa Tov TEPEKTN: 6 PNVveg

11. EIAIKEX XYNOHKEX AIATHPHXHX

12. EIAIKEX ITIPO®YAAEEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITO TO ITPOION, AN YITAPXOYN

13. OI AEEEIX «<ATIOKAEIZTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HNEPIOPIEMOI TOY IZXYOYN XXETIKA ME TH ATAGEXH KAI TH XPHXH, av
vaapyovy

AmorAeloTikd yio ktnviatpikn ypnon. Na diatifetal Hovo e KIviaTpikn GuVTay.

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

Na puAdooetor og 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

15 ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

EMDOKA

John Lijsenstraat 16,
B-2321 Hoogstraten
Belgium

16. APIOMOI(OI) AAEIAYX KYKAO®OPIAX

EU/2/11/128/009 (125 ml)
EU/2/11/128/010 (336 ml)

17. APIOMOX ITAPTIAAYX ITAPAT'QI'HX

TToaptida {apOuoies}



MMAHPO®OPIEX ITOY IMPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
KAI ZTH ZTOIXEIQAH LYXKEYAZXIA

Xaptivo kovti Yo ta 50 ml, Ta 100 ml kot ta 250 ml

Etikéta o ta 100 ml kon 1o 250 ml

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Emdocam 5 mg/ml gvéoipo didAvpa
pero&kaun

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

Meho&ucaun 5 mg/ml

‘ 3. DOAPMAKOTEXNIKH MOP®H

Evéoipo didlopa

4. YXYXKEYAXIA

50 ml
100 ml
250 ml

5.  EIAOX(H) ZQOY(QN)

Booegdn (pdoyot kot veapd oogldn) Kot yoipot

| 6. ENAEIZH(ELX)

‘ 7. TPOITIOX KATI OAOX(OI) XOPHI'HXHX

Booegdn: Epdmaé vroddpia 1 evéopréPia Eveon.
Xoipot: E@dmoa& evoopvikn éveon.

AwPaote T0 POALO 0INYIOV XPNOTG, TPV ATO TN YPNON.

‘ 8. XPONOX ANAMONHX

XpOvog avapovig:
Boogon (pooyot kot veapd foocton): Kpéag kot eddoipot 1otol: 15 nuépeg
Xoipou: Kpéag ko edmdpot 1otol: 5 nuépeg



‘ 9. EIAIKH(EY) ITPOEIAOITIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

Awfdote To @OALO 0ONYIOV ¥PNOTNG, TPV OO TN YPNOT.

‘ 10. HMEPOMHNIA AHEHX

AHEH (uvog/étoc)
Metd to TpdTo dvorypa, ypnon £mg. ..
Avdgpxera {ong Petd 1o TpOTO dvoryua Tov TEPEKTN: 28 NUEPEC.

11. EIAIKEX XYNOHKEX AIATHPHXHX

AwofacTe TO QUALO 0INYIOV XPNONG, TPW ATTO TN YPTON.

12. EIAIKEX ITPO®YAAZEIX AITIOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY INPOIONTOX 'H AAAQN YAIKON IOY
TIPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

Amoppym: PA. ECOKAEIGTO GUALO 0ONYIDV YPNONG.

13. OI AEEEIX «<AITOKAEIZTIKA I'TA KTHNIATPIKH XPHXZH» KAI OI OPOI'H OI
MEPIOPIZMOI ITOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

AmoxAeloTIKA Y10 KTNVIOTPIKT XpNor. Nao dtatifeTal Lovoy [E KTNVIOTPIKT CLVTAYN.

14. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA TTAIAIA»

Na puAdooetor o 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

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

Emdoka

John Lijsenstraat 16
2321 Hoogstraten
Béhyo

16. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/11/128/004
EU/2/11/128/005
EU/2/11/128/006

17. APIOMOX TAPTIAAX ITAPAT'QI'HX

TToaptida {apOuos}



EAAXIXTEX TAHPO®OPIEX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Etwikéta yio ta 50 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Emdocam 5 mg/ml gvéoipo didAvpa yio foogtdn Kot xoipovg
peAo&kaun

‘ 2. INOXOTIKH XYNOEXH XE APAXTIKH(E) OYXIA(EX)

Meho&ucaun 5 mg/ml

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

50 ml

4. OAOX(OI) XOPHI'HXHX

Booegwdn: SC, IV
Xoipotu. IM

S. XPONOX ANAMONHX

XpoOvog avapovig:
Boogon (pooyot kat veapd fooeton): Kpéag kot edddipot 1otol: 15 nuépeg
Xoipou: Kpéag kot edddipot 1otol: 5 nuépeg

6. APIOMOZX ITAPTIAOX

Moptida {ap1Bupoc}

‘ 7. HMEPOMHNIA AHEZHX

AHEH (pnvog/étocg)
Metd to TpdTo dvorypa, xpron £wg. ..

‘ 8. OI AEZEEIX «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNOM.



HNAHPO®OPIEX IIOY MPEIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
KAI ZTH ZTOIXEIQAH LYXKEYAZXIA
Xdptivo kovti yro. ta 20 ml kot Ta 50 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Emdocam 5 mg/ml gvécipo didAvpa
pero&kaun

‘ 2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Meho&ucapun 5 mg/ml

‘ 3. DOAPMAKOTEXNIKH MOP®H

Evéoipo didlopa

4. YXYXKEYAXIA

20 ml
50 ml

5.  EIAOX(H) ZQOY(QN)

2K0OAOL, YOTEG

| 6. ENAEIZH(ELL)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

oot e@ama evooPAEPLa 1} LVTOJOPL EvEDT).
Iateg: epdma vodoplo Eveon).

AwBdote 10 OALO 0NV YPAONG, TPV ATd TN YPNON.

| 8.  XPONOX ANAMONHX

Agv amorteitot.

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

Awfdote To @OALO 0ONYIOV ¥PNOTNG, TPV OO TN YPNON.



‘ 10. HMEPOMHNIA AHZHX

AHEH (ufvag/étoc)
Metd to TpdTo dvoryua, ypnon £mg. ..
Avgpxera {ong Petd 1o TpdTO dvoryua Tov TEPEKTN: 28 NUEPEC.

11. EIAIKEX XYNOHKEX AIATHPHXHX

AwofacTe T0 QUALO 0INYIOV XPNONG, TPW ATTO TN YPTON.

12. EIAIKEX ITPO®YAAZEIX AITIOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY NIPOIONTOX 'H AAAQN YAIKON IMOY
TIPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

Amoppym: PA. ECOKAEIGTO GVALO 0ONYIDV YPNONG.

13. OI AEEEIX «-AITOKAEIZTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIZMOI TITOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

AmoxAeloTIKA Y10 KTNVIOTPIKN Xp1or. No datifeTar Lovoy e KTNVIOTPIKT cLuVTaYN.

14. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA TTAIAIA»

Na puAdooetor o 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

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

Emdoka

John Lijsenstraat 16
2321 Hoogstraten
Béhyo

16. APIOMOX(OI) AAEIAX KYKAO®OPIAX

EU/2/11/128/007
EU/2/11/128/008

17. APIOMOX TAPTIAAYX ITAPAT'QI'HX

TToaptida {apOuos}



EAAXIXTEX TAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Etwikéta yio 1o 20 ml kon to 50 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Emdocam 5 mg/ml gvécipo d1dAvpa yio 6KOAOLS Kol YOUTEC
pero&kaun

‘ 2. ITOXOTIKH XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Meho&ucaun 5 mg/ml

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

20 ml
50 ml

4. OAOX(OI) XOPHI'HXHX

Zkolot: IV 7 SC
Térec: SC

5. XPONOX ANAMONHX

Agv amotteiton

6. APIOMOZX ITAPTIAOX

TToaptida {apBuos}

‘ 7. HMEPOMHNIA AHEHX

AHEH (uvog/étoc)
Metd to TpdTo dvorypa, xpron £wg. ..
Avdgpxera {ong Petd 1o TpOTO dvoryua Tov TePEKTN: 28 NUEPEC.

8. OI AEEEIX «-AIIOKAEIXTIKA I'A KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNoM.



B. PYAAO OAHI'TQN XPHXHX



OYAAO OAHI'IQN XPHXHX

Emdocam 20 mg/ml gvéoipo drdivpa yio foogdn, yoipovg ko droyo

1. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX TTAPAT'QTHX ITIOY EINAI YIIEYOYNOX I'TA THN
AHOAEXMEYZXH HHAPTIAQN, E©@OXON EINAI ATA®OPETIKOI

Kdrtoyoc tne ddetag KukAopopiag
Emdoka

J. Lijsenstraat 16

B-2321 Hoogstraten

Belgium

Topoymydc vrevbuvog Yo TNV aneALvOEp®on TOV TAPTIOMV:
Produlab Pharma bv

NL-4941 SJ Raamsdonksveer

The Netherlands

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Emdocam 20 mg/ml evéco didhopa yio foogidn, yoipovg kot Groya
pero&kaun

3. XYNGOEXIH XE APAXTIKH(EX) OYXIA(EX)) KAI AAAEX OYXIEX
"Eva ml mepiéyet:

ApPOOTIKO GVGTATIKO:
Meho&uchiun 20 mg

"Ex00y0:
ABovoln (96%) 150 mg

Alovy£g Kitpvo evEGTLUO SdAV L.

4. ENAEI=ZH(EIY)

Boosdn
Xprnoponoteitol o€ 0&gleg OVOTVELSTIKES AOTUMDEELS, GE GUVOVAGUO LE TNV KOTAAANAT avTIBLOTIKY

Oepameio, yia T pel®on TOV KAWVIKGOV GCOUTTOUATOV GE BOOELON.
Xpnoonoleitor o€ d1dppolES, GE GLVOVAGHO LE OO TOV CTOUATOS EVVOATIKT Bepomeia Yo T peiwon
TOV KAVIKOV COUTTOUATOV 68 HOGYOVS NAKiag peyolutepns g 1 efoopnddoc Kot 6€ Looyioes.

IMa copminpouatikny Oepomeio oty avtipetdmion g ofeiog LacTiTIdNg, 6€ GUVOLOCUO LE
avtiprotikn Bepaneio.
To v katarpdbvor tov HeTeyyxelpnTkod TOVOL UETE TNV AmOKEPATMOT GE LOGYOVG.

Xoipot

Xpnoponoteital 6€ Un HOAVGHOTIKEG TOONOELG TOV KIVITIKOD GLUGTHUOTOG, Y10 TN HUElmon TV
CUUTTOUATOV TNG YOAITNTOG Kot TG AEYUOVIS. [l cupmAnpopatikny Oepaneio oTNV OVIETOTION
G emMAOYELOG onyoupiog kot ToSvatpiog (cOvopopo paoTitdag —untpitdag — ayaroéiog),oe
oLVOLOCUO UE TNV KATAAANAN avTiPloTikn Oepamneia.



Aloya

IMa gpfon oV KOTUTPALVGT TG PAEYHOVIG KO OVOKODPLOT] 0O TOV TOVO, TOG0 o€ 0&gieg 660 Kot
G€ YPOVIEC WWOCKEAETIKEG OLOTAPOYES.

T v avaxoveion amd Tov TOVO oL GYETILETUL LE TOV KOAMKO TWV UTTOEOMV.

5. ANTENAEIZEIX

Na punv ypnowonoteital o€ GAoyo nikiog pkpotepng Tov 6 fOopadmv.

Na pn ypnoiponoteital o€ £YKveg 1 Yohovyovoeg popPadec.

Noa unv ypnoiponoteital 6€ (do TOL VITOPEPOVY AO UELOUEVT NTOTIKY, KAPSIOKN 1) VEQEPIKN
Agrtovpyio KoL QHOPPAYIKES dlaTapayEs, 1| OOV VILAPYoLV EVOEiLelc PAaPmdV and YooTpeVTEPUKE EAKT).
Na punv ypnowonoieital o€ mepintmon vaepevaichnoiog otn SpacTiKy| 0vGia 1 o€ KATO10 Ao Ta
£Kd0y0L.

INa ) Ogpaneia g S1appotag v Poogdmv, To TPoidy dev TPEmel va ypnotponoteital o {ho nhkiog
piKpoTEPNG TNG LG EfSOUAdOC.

6. ANEINNIOYMHTEX ENEPTEIEX

e KAMVIKEG peEAéTeG TOL £yvav o€ fooeldn], Tapatnpnnke era@pl Topodikd oidnue 6To oNueio g
€veong, Hetd amd vtoddpia xopNyYNoMn, o€ T0cooTo HkpdTEPO TOL 10%.

10 GAoyo, pumopel vo topatnpnel Tapodikd oidnua 6to onueio Tng EVESTG, TO 0010 ATOSPAEL
yopic kapio eméuPoon.

Y& IO OTAVIEG TEPUTTMGELS, UTOPEL Vo EMGVUPOVV AVOPLAAKTIKES AVTIOPACELS, Ol OTTOIEG UTOPEL VO
glvar coPoapéc (evoeyopévog kot Bavatneopes) kot Oo Tpénel va avTIHETOMILOVTOL CUUTTOULOTUKE.

H ocvyvomta tov averbountov evepyeimv kabopiletol o akorlovbmg:

- oA cuyvn (Teptocotepo omd 1 ota 10 vd Bepancio (ma Tapovctdlovy avemBOUNTES EVEPYELEC)
- ovyvn (meplocdtepo amd 1 aAld Arydtepo amd 10 {da ota 100 vad Oepaneia {ma)

- un ovvnBopévn ((teprocodtepo and 1 oAl Aryotepo and 10 {da ota 1000 vrd Bepancia Lma)

- omévia (meplocdtepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Bepoaneio {da)

- oAb omavio (Arydtepo amo 1 ota 10.000 vid Bepomeio (oa)>

Edv mopatnpnoete omoladnmote avemBountn evEPYeLn, AKOLO KOL 0V OEV OVOPEPETAL GTO ECOKAEIGTO
DvAro Odnymv XphHong 1 aUEIPBAAETE Y10 TIV OTOTEAECUATIKOTITA TOL POPUAKOD, TapoKaAeichs va
EVNUEPDGETE GYETIKMG TOV KTNVINTPO GO,

7. EIAH ZQQN

Booedn, yoipot kot droya

8. AOXOAOI'IA I'TA KAGE EIAOX , TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Boogidn

Epdanag vrodopia 1 evoopAiéfia éveorn ot d0om tov 0,5 mg pero&ikaung/kg copotikov fapoug (m.y.
2,5 ml/100 kg copatikod BApoug) 6€ GUVIVAGHO LE TNV KUTOAANAN avTiflotikn Oeponeio 1) pe v
omd TOV GTOUATOC EVLOATIKY Bepameia.

Xoipot



E@dmo& evdouvikn éveon ot d6om tov 0,4 mg pehosikdung/kg copatikov Bapovg (dnA. 2 ml/100 kg
COUATIKOV BAPOVC), 08 GLVIVACUO LE TNV KATAAANAN avTifrotikn Bepaneio. Edv amatteitot, pmwopet
va yivel po 0e0TEPN YOPNYNOT HEAOEIKAUNG, HETE 0o 24 dpPEG.

Aloya

E@ana& evdopréPia éveon otn 66om tov 0,6 mg/kg copotikod fapovg (dni. 3 ml/100 kg copatikon
Bapoug).

T xpron oV KATOIPALYOoT TS PAEYUOVIG KO TV 0VOKOVOLoT atd ToV TOVO, T000 o€ 0&eiec 660
Kol o€ YPOVIEG LVOCKEAETIKEC OlatapayEc, cuvioTdrtal Oepameia amd ToV GTOUATOC UE peAOSKAUN,
YOPTYOVLEVT] GOUO®VA. LLE TIG GLGTAGELS TTOV OVOLYPAPOVTIOL GTNV ETIKETA TOV QAPLLEKOV, UTOPEl Vo
ypnooroindel yia tn cuvéyion g Bepansiog.

9. OAHT'IEX I'TA TH XQXTH XOPHI'HXH

Noa amopedyete TV EXUOAVVON KATA TN YP|ON).
Amopevyete TN d1dTpM oM ToL PLoALdiov TePtocoTEPEG amd S0 popic.

10. XPONOX ANAMONHX

Boogon:  Kkpéag kot edmotpot 1otoi: 15 nuépeg yaha: 5 nuépeg

Xoipou: KpEaG Kot €0OUO0L 16TOl: 5 NUEPES

Aloya: KpEaG Kot E0OUOL 16Tol: 5 NUEPES

Agv emTpéneTon 1) YpHon o€ AAoYo T 000 TOPdyoLV YAAQ Y10 avOPDOTIVY KATOVAA®OT).

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na purdooetal o€ 0éon, TV onoia dev PAETOLY Kot dgv Tpoceyyilovy Ta Tald1d.

Agv vapyovv 181KEG 0dMYieg S10TPNOTNG Y10 GVTO TO KTNVIATPIKO QAPUOKEVTIKO TPOTOV.

No pn xpnoIHoTolEiTal aVTd TO KTNVINTPIKO POPUOKEVTIKO TPOTOV HETE amd TNV nuepounvia Aéng
OV AVOYPAPETOL GTO KOLTI Kat To @loridlo petd to EXP. H nuepounvio Anéewg ovumintetl pue v
TEAEVTOIO NUEPOL TOL GLYKEKPLUEVOD LNV,

Avgpxera {ong petd to TpdTO dvorypa Tov TEPEKTN: 28 NUEPEC.

12. EIAIKH(EZ) MPOEIAOMOIHZH(EIY)

H Beponeio tov péooymv pe Emdocam, 20 Aertd mpv amd TV 0m0KEPATWOOT|, LELOVEL TOV
peteyyepntkd moévo. H yopriynon tov Emdocam pévov dev enttuyydvel TANpn avoKov@lorn ord Tov
TOVO KOTA TNV XEWPOVPYIKT eMEUPaoT NG amokepatmons. [a v emitevén avakodeiong and Tov
TOVO KOTA TN (ELPOVPYIKY| EMEUPACT), ATALTEITAL 1] CLYXOPNYNON UE KATAAANLO avalynTiko.

E10wkn tpoovAaén ya n yopnynon ota Lo

Edv damotmBoiv avemBounteg evépyeieg, Oa mpénel va daxomteTon 1) Oepaneio kot vo {nteiton n
GLUPOVAT KTNVIATPOV.

Na amopedyetar 1) xpfion o€ coPapd aPLIATOUEVO, VITOYKALUIKE, 1] VTOTACIKE (Mo 6T omoia
OTOLTELTOL TOPEVTEPIKT] OMOKOTAGTACT TMV VYPDV, S1OTL VITAPYEL EVOEXOUEVOS Kivouvog ToSiKmoNg
TV VEQPOV.

e mePInTOOoN AveTOPKOLS avakovLELoNG and Tov Vo, dTav Ypnoilonoleitol ot Bepaneio Tov
KOAKOD T®V ROV, Oa TPENEL va YIVETOL TPOCEKTIKY EXAVEKTIUNGT TNG O1dyvmong, Kabmg avtd
umopel va amoTeAETEL £VOEIEN Yo aVAYKT XEWPOVPYIKNG ETERPAONC.

Idwaitepeg Tpo@LAGEELS TOL TTPETmeL vo Aopavoval amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPULOKEVTIKO TTPOoidV oe LMo




Toyaio ovtoéveon e To mpoidy mbavo va TpoKaAEsel TOVo. AToua Le SameTouévn vrepevacincio
o€ LN 6TEPOELDN AVTIPAEYUOVAOIN (MZAD), TPEMEL VO, ATOPEVLYOVV TV EMOQT| LLE TO KTIVINTPIKO
POPUOKEVTIKO TPOTIOV.

e mepintwon mov kotd AdBog TpumnBeite pe T PeAdvn TG cVPLYYOS TOV TEPLEYEL TO PAPUAKO, VO,
avalntioete apécmg wTpikn fondeta kot va emdeiEete oTov 10Tpd TO POAALO 0dNYL®Y XPHoNS 1 TNV
ETIKETA TOV PAPLAKOV.

Eyxvpocvvn ko yodovyia
Booedon ko yoipot: Mmopet va, ypnoiporon el katd tn S1dpKeLD TG KVUTONG Kot TNG YOAOLYIOGC.
Aoy Noa un yprolponoteital 6€ £YKVEG 1 Yokovyovoeg popPadec.

AMNAETOPAEOELC PLE GAAD QOPUAKEVTIKG TTPOTOVTO KOl AALEG HOPPEG OAANAETIOpAOC:
To poidv dev MPEMEL VO, YOPTYEITAL TAVTOYPOVA LLE YAVKOKOPTIKOGTEPOELDT|, LUE AAAM 1] GTEPOELON
OVTIPAEYLOVDOT QAPLLOKE 1] OVTITNKTIKO QOPUAKEVTIKE TPOIOVTAL.

Ynepdocsohoyio (GuUmTdUOT, UETPO AVTETMOTICNC, GVTIO0To):
Xe mepintwon vrepdocsoloyiag, Ba mpémet va yopnynOel cupntouatikn Oepomeio.

Aocvppatdomrec:
Aoy EAAEIYNG LELET®V OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV OgV TPEMEL VAl
OVOUELYVOETOL [LE GAAD KTVIOTPIKA QOPLUAKEVTIKE TPOIOVTAL.

13. EIAIKEX ITPO®YAAZEIX AITIOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
IPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL LECH TOV ADUATOV | TOV OIKIOKDV OT0BANTOV.
Svppovievbeite Tov kNvioTpd GO Ga Y10 TOV TPOTO ATOPPIYNG TV YPTCILOTONOEVTOV QOPUAK®OV.
Ta pé€Tpa VTG ATOGKOTOVY GTNV TPOCTAGiH TOV TEPPAALOVTOG.

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

Agmtopepeic TANPoeopieg 1o To vV AOY® KTNVIATPIKO QOPHOKELTIKO TTpoidv dratifevior oTov
dwkrvoko tono Tov Evponaikod Opyaviopuov Pappdkov http:// www.ema.europa.eu/

15. AAAEX ITAHPO®OPIEX

Méyeboc cvuokevaciog tov 1 dypmpov yvaivov eroidiov tomov I, tov 50 ml, 100 ml 1§ 250 ml. Kdabe
@LoAd10, KAEIVETOL [le TOUO EAAGTIKOV OVTUAIOV KOl EIVOL CPPAYICUEVO UE KAAVULO OO GAOVUIVIO.
Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVUGIEG.

I"o omoladnmote TANPOPOpio GYETIKA E TO TUPOV KTNVIOTPLIKO PAPHUOKEVLTIKO TPOioOV, TapaKoieicOe
va amevfuvleite GTOV TOTIKO AVTITPOGMIO TOV KATOYOL TG AOEL0G KUKAOPOPING.

Belgié/Belgique/Belgien Lietuva

Emdoka OU Zoovetvaru

John Lijsenstraat 16 Uusaru 5

BE-2321 Hoogstraten EE-Saue 76505

Tel : +32 331504 26 Tel: +372 6 709 006
Peny6smmka bearapus Luxembourg/Luxemburg

BUOCDEPA ®APM EOO/] Emdoka


http://www.ema.europa.eu/

yi.}Opwuit 'arapun Ne 50
BG rp. Koctunbpoz 2230
Ten: +359 885917017

Ceska republika

BIOPHARM, Vyzkumny tstav biofarmacie
a veterinarnich 1é¢iv, a.s

Pohoti — Chotoun 90

CZ-254 49 Jilové u Prahy

Tel: +420 241 950 383

Danmark

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 331504 26

Deutschland

WDT eG
Siemensstr. 14
D-30827 Garbsen
Tel: +49 5131 705 0

Eesti

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

Elrada

FATRO-HELLAS SPLTD

20 yh. [TATIANIAZ-ZITATON
GR-190 02 ITATANIA

TnA: +30 210 6644331

Espaiia
Divasa-Farmavic S.A.
Ctra. Sant Hipolit, km 71
E-08503 Gurb-Vic

Tel: +34 93 886 01 00

France

Axience SAS

Tour Essor - 14, rue Scandicci
F-93500 Pantin

Tél. +33 141832317

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +323 31504 26

Magyarorszag
Meditrix Kft.
AdyE.u. 5

H-7020 Dunafoldvar
Tel.: +36 75 542 940

Malta

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +323 31504 26

Nederland

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 331504 26

Norge

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +323 31504 26

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Tel: +43 7242 490 0

Polska

Fatro Polska Sp. z o.0.
ul. Bolonska 1

PL-55 040 Kobierzyce
Tel.: +48 71 311 11 11

Portugal

Divasa Farmavic de Portugal, Produtos e
Equipamentos Veterinarios, Lda.

Praceta Jaime Cortegao
N°1-R/C Loja Esq.

2625-170 Povoa de Santa Iria

Tel: +351 219 739 130

Hrvatska Romainia

Vet Consulting d.o.o. ALTIUS SA

Matije Gupca 42 Str. Zagazului nr. 21-25, Corp A, et 8 si 8A
43500 Daruvar apartament A.8.2, sect 1, Bucuresti — RO

Tel: +385 43 440 527 Tel: +40 021 310 88 80

Ireland Slovenija



Duggan Veterinary Supplies Ltd.,
Holycross,

Thurles,

Co Tipperary

Ireland

Tel: +353 (0) 504 43169

island

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 3315 04 26

Italia

Azienda Terapeutica Italiana A.T.I. s.r.1.

Via Emilia 285
1-40064 Ozzano dell’Emilia — Bologna
Tel: +39 051 6512711

Kvnpog

Yropog Zravpwviong Képikorg Atd
Aewo. Ztacivov 28,

1060 Agvkwoio, Kbmpog

TnA: +357 22 447464

Latvija

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

TPR d.o.0.

Litostrojska cesta 44e,
1000 Ljubljana
Slovenia

Tel: +386 (0)1 505 5882

Slovenska republika

BIOPHARM, Vyzkumny ustav biofarmacie
a veterinarnich 1é¢iv, a.s

Pohoti — Chotouni 90

CZ-254 49 Jilové u Prahy

Tel: +420 241 950 383

Suomi/Finland
Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 331504 26

Sverige

Pharmacuum Sverige AB
Sérmon 106

653 46 Karlstad

Tel: +46 76 11 333 27

United Kingdom (Northern Ireland)
Duggan Veterinary Supplies Ltd.,
Holycross,

Thurles,

Co Tipperary

Ireland
Tel: +353 (0) 504 43169



D®YAAO OAHTTIQN XPHXHZX:
Emdocam 15 mg/ml wécipo evardpnpa yio droyo

1. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX ITAPAXKEYHX [1OY EINAI YIIEYOYNOX I'TA THN
AHOAEXMEYXH ITAPTIAQN, E©OOXON EINAI AIA®OPETIKOI

Kdrtoyoc tne ddetag KukAopopiag
Emdoka

John Lijsenstraat 16

2321 Hoogstraten

Béhyo

ITopackevootng LVTEVLOVVOC Y10 TNV ATEAEVLOEPMGT TV TOPTIOWV:
Produlab Pharma bv

NL-4941 SJ Raamsdonksveer

OMowvdio.

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Emdocam 15 mg/ml técipo evarmpnpa yio Ghoya

perokaun

3.  XYNGOEXIH XE APAXTIKH(EX) OYXIA(EX) KAI AAAA YYXTATIKA
Kda0e ml nepiéyet:

ApaocTiki] ovoio:
Meho&apn 15,0 mg

"Exdoya:
Sodium benzoate 1,5 mg

Kitpvo evaidpnpa.

4. ENAEI=ZH(ELIY)

Koatanpdovon g preypovig kot avakouelomn and Tov movo, 1060 cg 0feieg 650 Kal GE pOVieg
LLDOGKEAETIKES d1OTAPAYES OTA AAOYCL.

5. ANTENAEIZEIX

Na un ypnoonoteital 6€ £YKveg 1 YoAoLy0OoEG popPadec.

Na punv ypnoponoteital 6 GAOYQ e YUOTPEVTEPIKES dlaTapOyES, OTmG epedicnd Kot arpoppayia,
LELOUEVI NTOTIKY], KOAPOLHKT 1 VEQPIKT AEITOVPYIO KOl QUOPPAYIKES OLOTAPOYES.

Na unv ypnoonoteital o€ mepintmon vaepevaicinciog otn dpacTiky ovcio 1| o€ KATO10 Amd Ta.
éxdoya. No unv ypnoponoteitar o dhoya NAkiog Lkpotepng tv 6 efSouddwy.



6. ANEINIIOYMHTEX ENEPI'EIEX

e KAMVIKEG OOKIUEC TTopaTnPNONKOY LELOVOUEVES TEPITTMGELS AVETIHOUNTOV EVEPYEIDV OV GLVIOWG
oyetilovtal pe MEZA® (ehagpid kvidwon, dtdppota). To GOUTTOUATO TOV VOCTPEY L.

Anoielo g 0pegnc, AMMBapyog, Kotdlakd GAYOG Kot KOATIdO Exouv avapepbel o€ TOAD omdvieg
TEPUTTAOOELG.

Avaeuloktoeldeic avtidpdoelc, ol omoieg pmopel va gival coPapég (evoeyouévmg Kot Bovatneopeg),
umopei va emovuuPfody og TOAD GTAVIEG TEPIMTMGELS Kot Bo Tpémel va avtipetomifovTot
GUUTTOHOTIKA.

Edv damiotmBovv avemBounteg evépyetes, Oa npémnel va dtokodnteton 1 Bepaneia ko va {nteitor n
GUUPOVAT KTNVIATPOV.

H ocvyvomta tov averBountov evepyeidv kabopiletal o akorlovbmg:

IToA ouyvr| (tepiocotepo and 1 ota 10 {da mapovsidlovv avembBounteg evépyetes Katd tn O1dpKeLn
piog Oepameiog)

Yuyvn (mepiocdtepo amd 1 aAld Aryotepo omd 10 {da ota 100)

Mn cvvnBiopévn (teprocotepo amd 1 oAhd Aryotepo and 10 {ma ota 1000)

Xrdvia (meptocotepo amd 1 aild Aryotepo omd 10 {da ota 10.000)

Mol ordvia (AMyotepo amd 1 ota 10.000, coumeptAa i fovoUEVOV TMV HELOVOUEVOV AVOPOPROV).

Edv mapotnpioete omoladnmote avemBOUN T EVEPYELD, QKOO KOL OV OEV OVOPEPETUL GTO ECAOKAEIGTO
OvAA0 Odnyldv Xpnong 1 OUEIPAAETE Y10 TV OTOTEAECUATIKOTITO TOV POPLEKOL, TapaKaAeiche va
EVNUEPDCETE GYETIKMG TOV KTNVIATPO GO,

7. EIAH ZQQN

Aloya.

8. AOXOAOITA I'TA KAGE EIAOX , TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Aocoloyia
[Toc1p0 evarmpnpa Tpog xopnynomn o€ docoroyia Tv 0,6 mg pero&ikaung/kg copatikod Bdpovg,
amaé nuepnoimg, yo £mog kot 14 nuépec.

Tpomog kKo 086¢ yoprymong

Avakiveite KaAd Tpv amd ™ ypnor. No yopnyeitol eite avapepelyévo e LIKPT TOCOTNTO TPOPNG
TP amod TN oition, ite angvbeiag péca 6To GTOLA.

To evarmpnua Oa Tpémel va yopnyeitar Pe xpnom TS S0GUETPIKNG COPTYYOS TOL TOPEYETUL OTN|
ovokevacio. H cupryya epoppolel mtave otn orodn kot Stabétet hipako dyKov Kot «kAipoxo ava kg
COUATIKOO Bapougy, 1 omoia avticTolyEl ot d6om cvvinpnong (dni. 0,6 mg pero&ikaungkg
cOUATIKOV Bapovg).

Metd ™ Xop1yNom TOL KINVIATPLKOD PUPUAKEVTIKOV TPOTOVTOS, KAEloTE TN PLAAN enavamopatilovtig
TNV, TAOVETE T1) S0GIUETPIKN cOpLyYo pe (E0TO VEPO KOl OPTOTE TN VO GTEYVAGCEL.

9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

No aropegbyete TNV EXUOAVVOT| KATA T XP1ON.

10. XPONOX ANAMONHX



Kpéag kot edddpot 1otoi: 3 nuépeg

Agv emTPENETOL 1) YPTOT OE AAOYO T OTO0, TOPEYOUV YAAQ Y10 OVOPDOTIVY KATUVAA®OT).
11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetol o 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

Agv vtapyovv 101KEG 0dNYieg S10THPNOTG Y10 AVTO TO KTNVIUTPIKO TPOTOV.

Noa pn ypnoipomoteital antd 10 KTNVIATPIKO QOPUOKEVTIKO TPOIdV LETA amd TNV Nuepounvia ANENG
OV OVOLYPAPETOL GTO KOLTL Kot Tr) PLaAN PeTd To «EXPy».

Awdpketo {ong HETE TO TPMTO Avory[o TOV TEPLEKTN: 6 UVEG,.

12. EIAIKH(EZ) MPOEIAOMNOIHZH(ELY)

Edwn wpoeviaén yio tn yopnynon oto Ldo:
Noa amo@edyetar 1) ¥p1oN G€ APLOATMUEVA, VITOYKAKE, 1 VTOTAGIKA (M0 6To 0moia omonteiTon
TOPEVTEPIKT] ATOKATAGTOCT TMV VYPAOV, d1OTL VTLAPYEL EVOEYOUEVOC KIVOUVOG TOEIKWOONC TV VEQPDV.

Idwritepec mpouAGEeIc oL Tpémel va Aaufdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPLKO
QopuakeLTIKd Tpoidv oe {dau:

Atopo pe SmIOTOUEVN VIEPELOICONGIN GE PN OTEPOELDT| OVTIPAEYLOVDON (MEAD), Tpémel va
OTTOPEVYOLV TNV ETAPN LE TO KINVIOTPIKO POPLOKEVTIKO TPOTOV.

e mepinton mov kotd AdBog vrdpéel Katdmoon, va avalntnoete auécms wtpikn fondeta Kot vo
emdei&eTe OTOV 10TPO TO ECMOKAEIGTO PVAAO OOMYLDV YPNOEWG 1| TNV ETIKETO TOV PUPLOKEVTIKOV
TPOIOVTOC.

Av16 10 TPOTOV HITopEl VoL TPOKOAEGEL EPEDIGIO OTO LATLO. X€ TEPITTMOT EXAPNC LLE TO LATLAL,
Eemhivete apuéomc d1e€0dikd e vepo.

Eyxvupocvvn, yolovyiao 1) motokia
BA. mapdypapo «AvtevoeiEeion.

AMNAemdpboelc pe GAAL QOPUOKEVTIKA TPOTOVTO Ko AALES HOPPES aAlNAemidpaoNC:
To wpoidv dev TPEMEL vaL YOpMYELTAL TOVLTOYPOVA. LLE YAVKOKOPTIKOELDN, LLE AL U1 OTEPOELON
AVTLPAEYLOVAOOT QAPLOKO 1] OVTITNKTIKA QOPUOKEVTIKE TPOTOVTA.

Yrepdocoroyia (CUURTOUATO, LETPO AVTLLETATIONG, OVTIIO0TA):
X mepintwon vrepdocoroyiag, Ba tpémet va yopnynel cvuntopatikny Oepaneia.

Aocvpufatdnrec:
AOY® EAAEYNG LEAET®V OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOiOV OgV TPEMEL VAl
OVOETYVOETOL PE GAAD KTNVINTPIKG QUPUAKEVTIKG TPOIOVTO.

13. EIAIKEX ITIPO®YAAEEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
IMPOEPXONTAI ATIO TH XPHZH TOY ITPOIONTOX

Ta eapuaKo dev TPENEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIOKMOV OTOPANTOV.
Svpupovievdeite Tov ktnviaTpd cag Yo ToV TPOTO ATOPPIYNS TOV Ypnotpomombiviav eapudkov. Ta
HETPOL ALTA ATOCKOTOVY GTNV TPOGTAGIN TOL TEPPAAAOVTOC.



14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHX TOY ®YAAOY OAHI'IQN
XPHXEQX

Aemtopepeic TANpoeopieg Yo T0 TapdV KTNVIATPIKO QOPUOKEVTIKO TPOTIOV dlaTiBEVTOL GTOV OIKTVAKO
om0 0V Evponaikod Opyavicpov @appdkov ot otevbuvon http://www.ema.europa.eu/

15. AAAEX ITAHPO®OPIEX

Meyén cuokevaciog:
Xdaptvo kovuti pe 1 @iaAn tov 125 ml kot dociuetpikn cvupryya
Xaptvo kovuti pe 1 @iaAn tov 336 ml kot SocueTpikn cvupryya

Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVOGIEC.

IMo omoadnmote TANPOPOPio GYETIKA LE TO TUPOV KTNVINTPLIKO PAPUOKEVLTIKO TPOiOV, TapUKIAEIcOE
va anevBuvOeite GTOV TOTIKO AVTITPOCHOTO TOV KATOYOV TNG ASELS KLKAOPOPTHG.

Belgié/Belgique/Belgien
Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel: +32 3 315 04 26

Penyb6smka bearapus
BUOCO®EPA ®APM EOO/
yi.}Opwuit 'arapun Ne 50
BG rp. Kocturbpon 2230
Ten: + 359 885917017

Ceska republika

BIOPHARM, Vyzkumny tstav biofarmacie
a veterinarnich 1é¢iv, a.s

Pohoti — Chotouni 90

CZ-254 49 Jilové u Prahy

Tel: +420 241 950 383

Danmark

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 331504 26

Deutschland

WDT eG
Siemensstr. 14
D-30827 Garbsen
Tel: +49 5131 705 0

Eesti

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

Lietuva

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

Luxembourg/Luxemburg

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +323 31504 26

Magyarorszag
Meditrix Kft.
AdyE.u. 5

HU-7020 Dunaféldvar
Tel.: +36 75 542 940

Malta

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 331504 26

Nederland

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 331504 26

Norge

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 331504 26


http://www.ema.europa.eu/

E)MGda Osterreich

FATRO-HELLAS SPLTD Richter Pharma AG

20 yh. [TATIANIAZ-ZITATON Feldgasse 19, A

GR-190 02 TTAIANIA A-4600 Wels

TnA: + 30 210 6644331 Tel: +43 7242 490 0

Espaiia Polska

Divasa-Farmavic S.A. Fatro Polska Sp. z o.0.

Ctra. Sant Hipolit, km 71 ul. Bolonska 1

E-08503 Gurb-Vic PL-55 040 Kobierzyce

Tel: +34 93 886 01 00 Tel.: +48 71 311 11 11

France Portugal

Axience SAS Divasa Farmavic de Portugal, Produtos e
Tour Essor - 14, rue Scandicci Equipamentos Veterinarios, Lda.
F-93500 Pantin Praceta Jaime Cortegdo

Tél. +33 141832317 N°1-R/C Loja Esq.

2625-170 Povoa de Santa Iria
Tel: +351 219 739 130

Hrvatska Roménia

Vet Consulting d.o.o. ALTIUS SA

Matije Gupca 42 Str. Zagazului nr. 21-25, Corp A, et 8 si 8A
43500 Daruvar apartament A.8.2, sect 1, Bucuresti — RO
Tel: +385 43 440 527 Tel: +40 021 310 88 80

Ireland Slovenija

Duggan Veterinary Supplies Ltd., TPR d.o.o.

Holycross, Litostrojska cesta 44e,

Thurles, 1000 Ljubljana

Co Tipperary Slovenia

Ireland Tel: +386 (0)1 505 5882

Tel: +353 (0) 504 43169

island Slovenska republika

Emdoka Emdoka

John Lijsenstraat 16 John Lijsenstraat 16

BE-2321 Hoogstraten BE-2321 Hoogstraten

Tel : +32 331504 26 Tel : +32 331504 26

Italia Suomi/Finland

Azienda Terapeutica Italiana A.T.L. s.r.l. Emdoka

Via Emilia 285 John Lijsenstraat 16

[-40064 Ozzano dell’Emilia — Bologna BE-2321 Hoogstraten

Tel: +39 051 6512711 Tel : +32 331504 26

Kvbmpog Sverige

Xmopog Zravpviong Képkaic Atd Pharmacuum Sverige AB

Aewo. Ztacivov 28, Sérmon 106

1060 Agvkwoio, Kdmpog 653 46 Karlstad

TnA: +357 22 447464 Tel: +46 76 11 333 27

Latvija United Kingdom (Northern Ireland)
OU Zoovetvaru Duggan Veterinary Supplies Ltd.,

Uusaru 5 Holycross,



EE-Saue 76505 Thurles,
Tel: +372 6 709 006 Co Tipperary

Ireland
Tel: +353 (0) 504 43169



®YAAO OAHTIQN XPHXHZX:
Emdocam 5 mg/ml evéoipo drahopa yro foogion kat yoipovg

1. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAY TTAPAXKEYHX ITIOY EINAI YIIEYOYNOX I'TA THN
AHIOAEXMEYZXH ITAPTIAQN, E©@OXON EINAI AIA®OPETIKOI

Kdrtoyoc tne ddetag kKukAopopiag
Emdoka

John Lijsenstraat 16

2321 Hoogstraten

Béhyo

IMopackevootng LTeEVLOVVOC Y10 TNV ATEAELOEPMGT TV TOPTIOWV:
Produlab Pharma B.V.

Forellenweg 16

4941 SJ Raamsdonksveer

OALavdio

2. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Emdocam 5 mg/ml evéoipo didAvpa yio foogtdn Kot xoipovg
pero&kaun

3. YYNGEXH XE APAXTIKH(EY) OYXIA(EY) KAI AAAA XYXTATIKA
Kd&0e ml nepiéyet:

ApooTIKI| ovoia:
Meho&aun 5Smg

"Exooya:
ABavoln 150 mg

Atovyég Kitpvo evéoipo dtdAvpa

4. ENAEIZH(ELYL)

Boogidn (ndéocyor ko veapd foogdn):

Xpnoonoteitan o€ 0Egieg avamvenoTIKEG AOUMEELS, GE GUVOVLAGLO LE TNV KATAAANAT avTIBloTIKN
Oepameio, yia T pel®oN TOV KAVIKGOV GCOUTTOUATOV G€ BOOELON.

Xpno1ponoleitol o€ S1ppolEg, G CLVOVAGHO LIE OO TOV GTOLOTOC EVLOATIKY Bepameia yio T peimon
TOV KAVIKOV COUTTOUATOV 68 HOGYOLS NAKiag peyolutepng g 1 efoopnddac Kot 6€ Looyioes.

T ™V Katampdbver Tov LETEYXEPNTIKOD TOVOL LETE TNV AmOKEPATMGT GE LOGYOVG.

Xoipot:

Xpnoponoleital 6€ Un HOAVGHOTIKEG TOONOELG TOV KIVITIKOD GLUGTIHUOTOG, Y10 TN HLElmon TV
CUUTTOUATOV TNG YOAITNTOG Kot TNG EAEYUOVIS. ['lar TV Katampdver tov HeTeyyepnTikod Tdvou
oL cLoyeTiCeTal LLe ELAGTOVEG YEPOVPYIKES EMEUPACGEIS TV HOAAKDOV HLOPimV, OTWME 0 ELVOLYIGLOC.




5. ANTENAEIZEIX

Boozg1o1):

No unv ypnolponoteital 6€ fOOEON e LEWOUEVT] NRATIKN, KOPOIOKN 1 VEPPIKN AgtTovpyio Kot
OLHOPPAYIKES dlaTapayES, 1| OOV VTLAPYOVY eVOEiEelg PAUPDVY amd yooTpevTEPIKE EAKN.

T'a ™ Bepameia ¢ dSidpporog ot foogtdr], To TPOToV dev TPEMeL va ypnotpomoleital o {da nikiog
piKpoTEPNG TNG UG EfSOUAdOC.

Xoipou:

Na unv ypnoiponoteital 6€ xoipovg e LEW®UEVT] NTATIKT, KopSloKn 1| VEPPIKN Agttovpyio Kot
OLLOPPAYIKES SLOTAPAYES, 1) OTOL VTAPYOLV eVOEIEEIG PAUPDV 0T YooTpEVTEPIKE EAKT).

No punv gpnoiponoieital og yoipovg NAKING LIKPOTEPTS TOV 2 UEPDV.

6. ANEINIOYMHTEX ENEPI'EIEX

H vrodopia, n evdopvikn kabdg kot 1 evoeAEPL xopnyNon yiveton KaAQ aveKTY|. Ze KAWVIKEG LEAETES
7oV &yva o€ Poogldn, mapatnpiONKe LOVo EAAPPD ToPOodIKO 0101 e 6TO oNueio TG Eveong, Uetd
oo LTOSOPL YOPTYNOT, GE TOGOGTO UIKPHTEPO TOL 10%.

Ava@ULOKTIKEG OVTIOPACELS, 01 0oieg pmopel va eivar coPapés (evdeyouévamg kat Bovatneopeg),
umopei va emovuPfodv og TOAD GIAvIEG TEPIMTMOGELS Kot Oo Tpémel va avtipetorilovtol
GUUTTOHOTIKA.

H ocvyvémra tov avemBountov evepyeidv kabopileton og axorobbmc:

- 7oAD ovyvy (mepiocdtepo amd 1 ota 10 vo Oepameio (do Tapoveialovy avemBvunTeg
EVEPYELEQ)

- ovyvn (meprocotepo and 1 adhd Aryotepo and 10 {ma ota 100 vo Bepaneio {da)

- un ovvnOiouévn (reprocdtepo amd 1 oAl Aryotepo amd 10 (oo oto 1000 vd Oepameio (ha)

- onavio (teptocdTepo omd 1 aArd Aryotepo and 10 {da oo 10.000 vad Oepancio {da)

- ToA¥ omdvia (Ayotepo and 1 ota 10.000 vro Bepaneia {da, cupmepthappavopuévey TV
LELOVOLEVOV AVAPOPDV).

Edév mapatnpnoete omoladnmote avemBountn evEPYELD, AKOUO KOL 0V OEV OVUPEPETOL GTO ECOKAEIGTO
OvAro Odnyudv Xphong 1 oUEIPAAETE Y10 TV OTOTEAECUATIKOTITO TOL GUPUAKOV, TapaKaieiche va
EVNUEPDGETE GYETIKMG TOV KTNVIOTPO GO,

7. EIAH ZQQN

Boogdn (pooyot ko veapd foogtdn]) Kot yoipot

8. AOXOAOITIA I'TA KAGE EIAOX , TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Boogwon:

E@dnag vmodopia 1 evooeAéPia éveon otn docoroyia tov 0,5 mg peroéikaunc/kg copoticon fapovg
(m.x. 10 ml/100 kg copatikov Papovg) oe cuvovacoud pe TV KatdAAnin avtiBiotiky Oepaneio M pe
TNV 07T0 TOL GTOUATOG EVVOATIKT Bepaneia.

Xoipou:

Kuwnrukéc darapoyéc:

E@dana& evdopnikn éveon ot docoroyia tov 0,4 mg pelo&ikaung/kg copatikod Bdpovg (dnA.

2 ml/25 kg copatikod Bapovc). Eqv amatteitol, pmopet va yivel o dgvtepn yopnynon perodikdunc,
peTd amd 24 mpec.

Meimon tov peteyyelpnTikod Tdvou:

E@dana& evdopnikn éveon ot docoroyio tov 0,4 mg pelo&ikaung/kg copatikov Bdpovg (dnA.

0,4 ml/5 kg copatikod Bapovg) mpv amd T XEPOLPYIKN ETEUPACT).




®a TPEMEL VO EMLOEIKVVETAL WOLAITEPT] TPOGOYT OVAPOPIKE Le TNV akpifeta TE yopnyoduevng d6onc,
ouUTEPIAAUPBAVOLEV®Y TG YPNOTNG KATAAANANG SOGIUETPIKNG CLGKELNG XOPTYNONGS KOl TOL
TPOCEKTIKOD VTOAOYIGUOV TOV GOUATIKOD BApovg.

Kabmg dev Ba mpémet va yivetal 1 dudTpnon tov eraidiov wepiocodtepeg amd 50 popég, o ypriotg Ha
TPEMEL VoL EMAEEEL TO KOTOAANAGTEPO HEYEDOG PLOALSIOL GUUP®VA e TO TTPOg Bepameia £idog {dov.

9. OAHT'IEX I'TA TH XQXTH XOPHI'HXH

No aropegbyete TNV eXUOAVVOT| KATA T XP1ON.
Amoevyete TN S10TPNOT TOL PLOALSIOV TEPIoTOTEPEG atd S0 POopEc.

10. XPONOX ANAMONHZX

Boog1on (Locyot kot veapd Boogtdn): kpéag Kot edddiuot 1otol: 15 nuépec
Xoipou: Kpéag Kot €00 16Tol: 5 nuépeg

11. EIAIKEX XYNOHKEX AIATHPHXHX
Na puidcoetal o€ 0éom, TV onoia dev PAETOLY Kot dgv Tpooeyyilovv Ta Taldld.
Agv vdpyovv 11kEG 00N Yieg H10THPNOTG Y10 GVTO TO KTNVIUTPIKO TPOTOV.

No yun xpnoIHoToteital avTd To KTNVINTPIKO QUPUOKEVTIKO TPOTdV UeTd amd TNV nuepounvia Aéng
OV aVAYPAPETOL GTNV eTIKETA peTd to EXP.

Audpketo {ong PETE TO TPMTO Avorypo TOL TEPLEKTN: 28 NUEPEC.

12. EIAIKH(EZ) TPOEIAOMNOIHZH(ELY)

Ewdw| mpoedonoinon(eig) yio kabe gidoc {dov:

Boogwon:

H Ogpancio tov pocymv ue Emdocam, 20 Aemtd mptv amd Ty omoKepAT®oT), LELDOVEL TOV
LLETEYXELPNTIKO TTOVO.

H yopniynon tov Emdocam povov dev emruyydvel TAnpn avokoveion arnd Tov Tovo Kotd TV
YEPOVPYIKN EMEUPACT TNG ATOKEPATMOTG.

IMao v enitevén avarxobEiong omd Tov TOVO KOTA TN XEWPOVPYIKT ETEUPOCT, omatteiton M
oLYYOPNYNON UE KATOAANAO avonsONTIKO/KOTAGTAATIKO/oVOAYNTIKO.

IMa v enitevén g kaAdTepNG dSVVATAG AVOAYNTIKNG ETidpacnc peteyyepntikd, to Emdocam Oa
npénel va, yopnyeitatl 30 Aemtd mpv amd ™ ¥EPOVPYIKT ETEUPACT).

Xoipou:

H Oepancio v yop1diov pe Emdocam mtptv and Tov 0vouyIGHO, HELDVEL TOV LETEYYEPNTIKO TOVO.
IMao v enitevén avarxobeiong amd Tov TOVO KOTA TN XEWPOVPYIKN ETEUPACT), omatteiton M
GLYYOPNYNON UE KATAAANAO avolsONTIKO/KOTAGTAATIKO/OVOAYNTIKO.

Mo mv enitevén g kaAdTEPNG SLVUTNAG AVOAYNTIKNG emidpacng peteyyelpntikd, to Emdocam 6Oa
npénel va, yopnyeital 30 Aemtd wpy amd T ¥EPOovPYIKN ETEUPac.

E1dun mpogoiaén yo tn yopriynon ota {da:

Edv damotmboiv avemBounteg evépyeieg, Oa mpénel va daxomteTon 1) Oepaneio kot vo {nteiton m
GUUPBOVAN KTNVIATPOV.

Noa amo@edyetar 1) ¥p1oN G€ APLOATMUEVA, VITOYKUKE, 1 VTOTAGIKA (M 6TO 0moio omanTeiTon
TOPEVTEPIKT] ATOKATAGTOCT TMV VYPAOV, S1OTL VTLAPYEL EVOEYOUEVOC KIVOUVOG TOEIKWOONC TV VEQPDV.




Koartd ™ didpxeta e avarsOnoiag, Oa mpémet va, pehetn0el 1o evdeydpevo mapakorohonong Kot
YOPNYNONG LYPAOV MG CLVNONG TPAKTIKY.

ISwaitepec Tpo@LAGEEIC TOV Tpémel va Aopfdvoviol ond To GTOMO TOL YOPNYEL TO KINVINTPIKO
QopuokeLTKd Tpoidv oe {daou:

H pelo&ucdin pmopet va mpokoAécsel aAlepyikég avtiopdoels. AToua Le SLomIcTOUET
vrepevarctnocia oe P otepoetdn avtipAeypovmdn (MZAD), TpEMEL VoL ATOPELYOLV TNV ETOQT LE TO
KTNVIOTPIKO QUPLOKEVTIKO TPOTOV.

Toyaio ovtoéveon e To TPoidv ThUvVO Vo TPOKAAESEL TOVO. Xe TEPINTMOT OV KATA AAO0C KAveTE
avToéveon, va ovalnTnoete apéomg Tpikn fondeia Kot va emdeifete 6TOV 10TPO TO ECOKAEITTO
@OALO OOMYIDV YPNCEWMC 1 TNV ETIKETO TOV QOPHOKEVTIKOD TPOTOVTOC,.

Av10 10 TPOIdV Umopel va TPpokarEcel £peBioud oTa LATIO. € TEPITTOOT EXAPNG LE TO UdTIa,
Eemhhvete apéomg d1e&odikd e vepo.

Eyxvpocvvn ko yodovyia
Boogon: Mropel va ypnoomoinel Katd tn ddpkela TG KONonG.
Xoipor: Mrmopei va ypnoiponomel kotd T didpKeLo TG KOMOTG KOl TG YOAOVYIOGC.

AMnemdpboelc e GAAA QOPUOKEVTIKA TPOTOVTO Ko AALES HOPPES aAlNAemidpaoNc:
To mpoidv dev TPEMEL VO, YOPTYEITAL TAVTOYPOVA LLE YAVKOKOPTIKOGTEPOELDT|, LE AAAM [UT] CTEPOELON
AVTLPAEYLLOVAOOT QAPLOKO 1] OVTITNKTIKA QOPUOKEVTIKE TPOTOVTA.

Y7repdocoroyia (CUURTOUOTA, LETPO AVTILETAOTIONG, OVTIIO0TA):
X mepintwon vrepdocoroyiag, Ba tpémet va yopnynbel cvuntopatikny Oepaneia.

Aocvpfatdnrec:
AOy® EAAEIYNG HELET®V OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV OgV TPEMEL VAl
OVOETYVOETOL PE GAAO KTNVINTPIKG QUPUAKEVTIKG TPOIOVTO.

13. EIAIKEX ITIPO®YAAEEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
IMPOEPXONTAI ATIO TH XPHZH TOY ITPOIONTOX

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL LECH TOV ADUATOV | TOV OIKIOKDOV OTOBANTOV.
Svpupovievdeite Tov knviaTpd cag Yo ToV TPOTO AmOPPIYNS TOV ¥pnotpomombiviav eapudkov. Ta
LETPO ALTA ATOCKOTOVY GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

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

Aemtouepeic TANPOQOPIES Y10 TO TOPOY KTNVIATPIKO QOPUOKEVTIKO TPOTIOV JlaTiBEVTOL GTOV SIKTVAKO
om0 tov Evponaikod Opyaviopod Pappdkov ot dtevbuvon http://www.ema.europa.eu/

15. AAAEX ITAHPO®OPIEX

Meyébn cvokevaociog:

Xdaptvo kovti mov mepiéyetl 1 proridio twv 50 ml
Xaptivo kouti wov mepiéyet 1 graridto tov 100 ml
Xaptivo kouti wov meptéyet 1 graridio tov 250 ml

Mmopei va, unv KoKAo@opoHV OAEC 01 GLCKEVUGIEC.

IMo omoladnmote TANPOPOPin. GYETIKA |E TO TUPOV KTNVIOTPLIKO PAPHOKEVLTIKO TPOiOV, TapaKoAeicOe
va aneLBvVOEiTeE GTOV TOTIKO AVTITPOCHTO TOV KATOYXOV TNG ASELS KLKAOQOPTNG.


http://www.ema.europa.eu/




Belgié/Belgique/Belgien
Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel: +323 31504 26

Peny0auka bnarapust
BUOCOEPA ®APM EOO/
yi.}Opuii I'arapun Ne 50
BG rp. Koctunbpon 2230
Tem: + 359 885917017

Ceska republika

BIOPHARM, Vyzkumny ustav biofarmacie
a veterinarnich 1é¢iv, a.s

Pohoti — Chotoun 90

CZ-254 49 Jilové u Prahy

Tel: +420 241 950 383

Danmark

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 3315 04 26

Deutschland

WDT eG
Siemensstr. 14
D-30827 Garbsen
Tel: +49 5131 705 0

Eesti

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

E\Lado

FATRO-HELLAS SPLTD

20 yh. ITATANIAZ-ZITATON
GR-190 02 TTAIANIA

TnA: +30 210 6644331
Espaiia

Divasa-Farmavic S.A.

Ctra. Sant Hipolit, km 71
E-08503 Gurb-Vic

Tel: +34 93 886 01 00

France

Bimeda France

12 chemin des Gorges
69570 DARDILLY, France
fr-reg@bimeda.fr

+33 (0) 772 32 90 09

Lietuva

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

Luxembourg/Luxemburg
Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten

Tel : +32 331504 26

Magyarorszag
Meditrix Kft.
AdyE.u. 5

HU-7020 Dunafoldvar
Tel.: +36 75 542 940

Malta

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 3315 04 26

Nederland

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +323 315 04 26

Norge

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +323 315 04 26

Osterreich

Richter Pharma AG
Feldgasse 19, A
A-4600 Wels

Tel: +43 7242 490 0
Polska

Fatro Polska Sp. z o.0.
ul. Bolonska 1

PL-55 040 Kobierzyce
Tel.: +48 71 311 11 11

Portugal

Divasa Farmavic de Portugal, Produtos e
Equipamentos Veterinarios, Lda.
Praceta Jaime Cortegdo

N° 1 —R/C Loja Esq.

2625-170 Povoa de Santa Iria

Tel: +351 219 739 130



Hrvatska

Vet Consulting d.o.o.
Matije Gupca 42
43500 Daruvar

Tel: +385 43 440 527

Ireland

Duggan Veterinary Supplies Ltd.,
Holycross,

Thurles,

Co Tipperary

Ireland

Tel: +353 (0) 504 43169

island

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 331504 26

Italia

Azienda Terapeutica Italiana A.T.I. s.r.1.

Via Emilia 285
1-40064 Ozzano dell’Emilia — Bologna
Tel: +39 051 6512711

Kvnpog

Yropog Zravpwviong Képikorg Atd
Aewo. Ztacivov 28,

1060 Agvkwoio, Kdmpog

TnA: +357 22 447464

Latvija

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

Roménia
ALTIUS SA

Str. Zagazului nr. 21-25, Corp A, et 8 si 8A

apartament A.8.2, sect 1, Bucuresti — RO
Tel: +40 021 310 88 80

Slovenija

TPR d.o.o.

Litostrojska cesta 44e,
1000 Ljubljana
Slovenia

Tel: +386 (0)1 505 5882

Slovenska republika
Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +323 315 04 26

Suomi/Finland
Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 331504 26

Sverige

Pharmacuum Sverige AB
Sérmon 106

653 46 Karlstad

Tel: +46 76 11 333 27

United Kingdom (Northern Ireland)
Duggan Veterinary Supplies Ltd.,
Holycross,

Thurles,

Co Tipperary

Ireland
Tel: +353 (0) 504 43169



D®YAAO OAHTTIQN XPHXHZX:
Emdocam 5 mg/ml gvécipo d1dAvpa yio oKOAOLS Kol YUTES

1. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX ITAPAXKEYHX [1OY EINAI YIIEYOYNOX I'TA THN
AHHOAEXMEYXH ITAPTIAQN, E©@OXON EINAI AIA®OPETIKOI

Kdrtoyoc tne ddetag KukAopopiag
Emdoka

John Lijsenstraat 16

2321 Hoogstraten

Béhyo

ITopackevootng LVTEVLOVVOC Y10 TNV ATEAEVLOEPMGT TV TOPTIOWV:
Produlab Pharma B.V.

Forellenweg 16

4941 SJ Raamsdonksveer

OALavdio

2. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Emdocam 5 mg/ml gvécipo d1dAvpo yio KOAOLS Kot YOUTEC
perokaun

3. YYNGEXH XE APAXTIKH(EY) OYXIA(EY) KAI AAAA XYXTATIKA
Kd&0e ml nepiéyet:

APUGTIKO GVGTUTIKO:
Meho&aun 5mg

"Exooya:
ABovoln 150 mg

Alovyég Kitpvo evéoipo dtdAvpa

4. ENAEIZH(EIYL)

ZKOAOL:

Avakobeiomn e PAEYLOVIG KOl TOV TOVOV , TOGO € 0EElEC OGO Kol G€ YPOVIEC LVOCKEAETIKEG
dratapayéc. Melwon Tov HETEYYEPNTIKOV TOVOL Kol TNG PAEYUOVIG LETE amd opBomatdikég
YEWPOLPYIKEG EMEUPATELG KOl ETEUPACEIS TOV LOAUKDY LOPIOV.

Tdrec:

Meimon tov peteyyelpnTikod Tévou HET omd ®oBNKLGTEPEKTOUN Kol ELAGGOVES XELPOVPYIKES
EMEUPACELG TOV HOAOKDV LOPi®V.

5. ANTENAEIZEIX
No unv ypnoiuonoleital 6€ mepinT®mon vaepeLUIcONGINg 6TO dPAGTIKO GLOTATIKO 1} G€ KATO10 Amd TO

£Kd0y0L.
Na punv ypnowponoteital katd tn d1dpKelo TG KOMoNg 1 TG YoAovyiog 0Tovg GKOAOVG KOt TIC YOTEG.



No punv gpnoUoTOoLEiTaL 68 GKOAOVE KOl YATEC LE YOOTPEVTEPIKES dLOTAPUYES, OTWG epedionod Kot
OOpPayia, HEIOUEVT NTOTIKY, KOPSLOKT 1] VEQPIKT AELITOVPYIO KOl OLUOPPAYIKES SLOTAPUYES.
Na unv xpnoiuonoleital 6 GKOAOVS Kot YATEG NAKING KPOTEPNC TV 6 fOOUAd®V N OE YUTEG
Bapovg kato TV 2 kg.

6. ANEINNIOYMHTEX ENEPTEIEX

Yovnoeig avemBounteg evépyeteg v Mn Zteposiddv Aviipieypovodmny Gopuakov (MEAD), dnmc
omdAela TG 6pelng, ELETOC, dLappota, AavBavovcsa apoppayio oto KOTpava, ABapyog Kot VEQPLKN
OveETApKELN £Y0VV OTAVIOS ovopePOEL.

AvEnuéva nratikd Eviopa Exovv avapepbel o TOAD GIAVIEG TEPIMTMOGCELS.

Ayoppayikn S14ppola, AUATEUEST] Kol EEEAKMON TOL YOGTPEVTEPIKOD EXovV avapepbel o TOAD
OTAVIEG TEPIMTAOCELS. AVTEG Ol AvemBOUNTES EVEPYELES EUPOVILOVTAL, OF YEVIKES YPULUUES, EVTOG TNG
TPAOTNG eRoopadag Bepomeiog Kot TIG TEPIGTOTEPES POPES EVAL TOPOOIKES KOl VITOYMPOVYV LETE TNV
0op1oTIKY OlaKom TG Bepaneiag, aALE 6€ TOAD OTAVIEC TEPUTTAOGELS, UTOopel va glval coPapéc 1
Bavatneopsg.

Avo@uLoKToEdElG AVTIOPACEIC UTOPEL VO ELPOVIOTODY GE TOAD GTAVIEG TEPIMTMCELS Kot Ba Tpémet va
AVTIHETOTILOVTOL CUUTTOLOTIKAL.

H ovyvomnta tov avemBdpntov evepyeldv kabopiletol g akoAovOmC:

- 1okl ovyvn (mepiocdtepo amd 1 ota 10 vd Bepaneio (do Tapovsialovy avemBounteg
EVEPYELEQ)

- ovyvn (mepiocdtepo amd 1 alid Aryotepo amd 10 {wa ota 100 vrd Bepaneio (ma)

- un ovvnbiouévn (meprocodtepo omd 1 aArd Aryotepo and 10 (oo oto 1000 vid Bepaneio (ha)

- ondvia (teprocdtepo omd 1 aArd Aryotepo and 10 {oa ota 10.000 vad Oepancio {ma)

- 1oAD ondvia (Ayotepo amd 1 ota 10.000 vio Oepaneio {do, copmepthappavouévay tov
LELOVOUEVOV AVAPOPDV).

Edv mapoatnpnoete omoladnmote avemilBountn evEPYELn, oKOUO KOL 0V OEV OVOPEPETOL GTO ECMKAEIGTO
dvAlo Odnymv XphHong N AUEIBAAETE Y10 TV OTOTEAECUATIKOTITA TOL QUPUAKOD, TapoKaAEicOEs va
EVNUEPMCETE GYETIKMG TOV KTNVIOTPO Gag.

7. EIAH ZQQN

YKk0OA0L, YaTEG

8. AOXOAOITA I'TA KAGE EIAOX , TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

YKolou

Mvookeretikéc dotapayéc:

E@dna& vroddpia éveon ot docoroyia tov 0,2 mg ueho&ikaunc/kg copoticod Bapovg (dnA.

0,4 ml/10 kg copoatikov Bdpovg).

Meimon Tov PETEYYEPNTIKOV TOVOL (EVTOG oG TEPLOO0L 24 ®PAOV):

Epdanag evoopléPia 1 vrodopla Eveon o€ docoroyio Tov 0,2 mg pelo&ikaung/kg copatikov Bépovg
(onA. 0,4 ml/10 kg copaticod Bapovg) Tpv amd T XEPOLPYIKN EXEUPACT], Y10 TAPASEIY LA KATE TOV
YPOVO ETAYMYNG TNG avousnciag.

Iérec:

Meiwon Tov PETEYYEPNTIKOD TOVOL PETA 0O MOONKVOTEPEKTOUN KOl EAGGGOVEG XEPOVPYIKES
eneUPAcELS TOV LOAOKOV popimv:

E@dna& vroddpia éveon otn docoroyia tov 0,3 mg ueho&ikaunc/kg copoticod Bapovg (dnA.

0,06 ml/kg couatikod Bapovg) mpv amd TN XEWPOVPYIKN ETEUPACT), Y10 TOPASELYLLO KATH TOV YPOVO
EMOYWYNG TNG avalcOnoiog.




KaBdg dev Ba mpémet va yivetar n didtpnon tov eraidiov mepiocdtepeg amd 50 popés, o yprotng Ba
TPEMEL VoL EMAEEEL TO KOTAAANAGTEPO HEYEDOG PLOALSIOL GUUP®VA e TO TTPOG Bepameia £ido¢ {dov.

9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

No aropegbyete TNV eXUOAVVOT| KATA T XP1ON.

10. XPONOX ANAMONHX

Agv amorteitot.

11. EIAIKEX XYNOHKEX AIATHPHXHX
Noa puAdooetar og BEon, tnv omoia dev BAEmovv Kkat dgv mpooeyyilovy ta Todd.
Agv vapyovv €181KEG 0dNYieg S10THPNONG Y10 GVTO TO KTNVIUTPIKO TPOTOV.

Na pn xpnoiponoteital avtd To KTNVINTPIKO GOPUOKEVTIKO TPOTdV HeTd and Tnv nuepopnvia A&ng
oL ovoypaeeTol oty TKETO PeTd T0 EXP.

Avgpxera {ong petd 1o TpdTo dvorypa Tov mePEkTn: 28 NUEPEC.

12. EIAIKH(EX) TPOEIAOIIOIHXH(EIX)

Ewwn mpoeidonoinon(eig) vy kabe gidoc Lhov:
Koapia.

Ewdn mpouAaén ya tn yopriynon ota {da:

Edv dramiotmBodv avemBounteg evépyetes, Ba mpénel va dtakdnteTon 1) Bepamneio ko vo (nteito n
GLUPOVAT KTNVIATPOV.

Noa amopegbyeTol 1 (p1oT € APLIATOUEV, VTOYKALUKE, 1) VTOTAoIKE (Do 6T, Omoia amotteiton
TOPEVTEPIKT OMOKATAGTOOT] TOV VYPDV, O10TL LAPYEL EVOEXOUEVOS KIVOLVOG TOEIKMONG TOV VEQPDV.
Koatd ) didpxeta e avarsOnoiag, Oa mpémet va pehetn0el 1o evdeydpevo mapakorohonong Kot
YOPYNONG LVYPAOV WG cLVNONG TpaxTiKY. TVYdV amd Tov GTONATOG Bepaneia TapakolovONoNG Le
ypnon pero&ikdunc | GAlov MEA® dev Oa mpénet va yopnyeiton otig yarteg, kabmg Ta KaTdAANnAL
S0COAOYIKA oynuaTa Y10, TEToleg Oepameiec mapakorovOnong dev Exovv TekunpLmOet.

ISwaitepec Tpo@LAGEEIC TOV Tpémel va Aapfdvoviot ond To GTopo TOL YOPNYEL TO KINVINTPIKO
QOPUOKEVTIKO TTPOidV og ma:

H pelo&ucdin pmopet va mpokoAésel aAlepyikég avTiopdoels. Atoua Le SLomIoT®UET
vrepevarctnocia oe P otepoetdn avtipAeypovmdn (MZAD), Tpémel va amo@ELYOLV TV ETOQT LE TO
KTNVIOTPIKO QOPUUKEVTIKO TPOTOV.

Toyaio ovtoéveon e To TPoidv ThUvVO Vo TPOKAAESEL TOVO. Xe TEPINTMOT OV KATA AAO0C KAveTE
ovtoéveon, va. avalnmoete opéowg otpikn Pondeto Kot va emdeiete 6TOV 1TPO TO EGOKAEIGTO
@OALO OOMYIDV YPNCEWMS 1 TNV ETIKETO TOV QOPHOKEVTIKOD TPOTOVTOC,

Av10 10 TPOIdV Umopel va TPokarEceL £peBioud oTa LATIO. € TEPITTOOT EXAPNG LE TO UdTIa,
Eemhivete apéomc d1e€odikd e vepo.

Eyxvpocvvn kot yodovyio
Na punv gpnotpomoinfel kotd tn didpketa tng KONoNS 1 TG yYorovyiog o€ oKOAOLG Kot YOTES.

AMNAETOPACEIC e GAAD QOPUOKEVTIKG TPOTOVTO KO GAAEC LOPOEC OAANAETIOPOGTC:




Alho MEAD, dtoupnTikd, aVTUTNKTIKE, GUVOYAVKOGIOKA avTIPLOTIKG Kol OVGIEG e VYNAN 0EGLEVOT)
TPOTEIVOV Pmopel va avtayovifovial yio T dECUEVCT Kal, MG €K TOVTOV, VO 00NYOVV GE TOEIKEC
emdpdoelc. To Emdocam dev mpémer va  yopnyeitor tovtoypove pe dGAlo MZIAD 7
YAVKOKOPTIKOGTEPOEWT. H Tantdypovn yopnynon Suvntikd veppoto&ik®mv @opuakoy Oa Tpénel va
omopevyeTan. Xe (o vrd avostntikd kivovvo (m.y. nlkiopéva {da) Ba mpémel va peietndei to
€VOEYOIEVO EVOOPAEPLOG 1] VTTOJOPLOG YOPTYNONS VYPDOV KATA TN didpKela ¢ avarcOnoiag. Katd v
TavTOYPOVN Yoprynon avaictncioc kot MEAD, dev pmopel vo amokAEIGTEL 0 KIVOLVOG Y10 TN VEQPIKN
Aertovpyia.

H mpoxatapiticn Oepameio e avTipleyLOVMOELS OVGIEG UTOPEL VoL 0N YN CEL GE EMTAEOV 1] oLENUEVES
AVETOOUNTEG EVEPYELEC KO, CUVETMG, Oa TpEmel va trpeital mepiodog ympic Oepameio pe T€To10
KTNVIOTPIKG QOPIOKEVLTIKE TPOTOVTA, Y10 TOVALYIoTOV 24 dhpeg mptv amd v Evapén g Bepameiag.
Qot600, Katd v Tepiodo ywpig Oepaneia Oa Tpémel va Aapupavoviol vToYn ol PUPUOKOAOYIKES
1O10TNTEG TOV TPOTOVIWOV TOL YPNCILOTOMONKAY TPOTYOLUEVAG,.

Yrepdocoroyia (CuURTOUATA, LETPO AVTLLETATIONG, OVTIIOOTA):
X mepintwon vrepdocoroyiag, Ba mpémet va yopnynel cvuntopatikn Oepaneia.

Aocvpfatdnrec:
AOyo EAAEYNG LELET®DV OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV OgV TPEMEL VAl
OVOETYVOETOL PE GAAD KTNVINTPIKG QUPUOKEVTIKG TPOTOVTO.

13. EIAIKEX ITIPO®YAAEEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
ITPOEPXONTAI ATIO TH XPHZH TOY ITPOIONTOX

Ta papuaio dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAK®OV OTOPANTOV.
Svppovievdeite Tov knviaTpd cag Yo ToV TPOTO AmOPPIYNS TOV Ypnotponombéviav eapudkov. Ta
HETPO ALTA ATOCKOTOVV GTNV TPOCTAGIN TOL TEPIPAAAOVTOC.

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

Aemtopepeic TANPOQOpPiES Yo TO TOPOY KTNVIATPIKO QOPUOKEVTIKO TPOIOV JlaTiBEVTOL GTOV SIKTVAKO
om0 tov Evponaikod Opyaviopod Pappdkov ot dtevbuvon http://www.ema.europa.eu/

15. AAAEX ITAHPO®OPIEX

Meyébn cvokevaociog:
Xaptivo kouti wov mepiéyet 1 praiidto twv 20 ml
Xaptivo kouti wov mepiéyet 1 graiidto twv 50 ml

Mmopei va, pnv KokKAo@opoHV OAEC 01 GLCKEVUGIEC.

I"o omoladnmote TANPOPOPio GYETIKA LE TO TUPOV KTNVIOTPIKO PAPHOKEVLTIKO TPOiOV, TapaKoAeicOe
va, anevBvvOeite GTOV TOTIKO AVTITPOCHTO TOV KATOYXOL TNG AOELS KLKAOPOPTNG.

Belgié/Belgique/Belgien Lietuva
Emdoka OU Zoovetvaru
John Lijsenstraat 16 Uusaru 5
BE-2321 Hoogstraten EE-Saue 76505

Tel: +323 315 04 26 Tel: +372 6 709 006


http://www.ema.europa.eu/

Penybauka bnarapust
BUOCOEPA ®APM EOO/
yi.}Opuii I'arapun Ne 50
BG rp. Koctunbpon 2230
Tem: + 359 885917017

Ceska republika

BIOPHARM, Vyzkumny ustav biofarmacie
a veterinarnich 1é¢iv, a.s

Pohoti — Chotoun 90

CZ-254 49 Jilové u Prahy

Tel: +420 241 950 383

Danmark

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 3315 04 26

Deutschland

WDT eG
Siemensstr. 14
D-30827 Garbsen
Tel: +49 5131 705 0

Eesti

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

E)ArGoa

FATRO-HELLAS SPLTD

20 yh. [TATIANIAZ-ZITATON
GR-190 02 ITAIANIA

TnA: +30 210 6644331

Espaiia
Divasa-Farmavic S.A.
Ctra. Sant Hipolit, km 71
E-08503 Gurb-Vic

Tel: +34 93 886 01 00

France

Bimeda France

12 chemin des Gorges
69570 DARDILLY, France
fr-reg@bimeda.fr

+33 (0) 772 32 90 09

Hrvatska

Vet Consulting d.o.o.
Matije Gupca 42
43500 Daruvar

Luxembourg/Luxemburg

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel: +32 331504 26

Magyarorszag
Meditrix Kft.
AdyE.u. 5

HU-7020 Dunafoldvar
Tel.: +36 75 542 940

Malta

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 3315 04 26

Nederland

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 3315 04 26

Norge

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +323 315 04 26

Osterreich

Richter Pharma AG
Feldgasse 19, A
A-4600 Wels

Tel: +43 7242 490 0

Polska

Fatro Polska Sp. z o.0.
ul. Bolonska 1

PL-55 040 Kobierzyce
Tel.: +48 71 311 11 11

Portugal

Divasa Farmavic de Portugal, Produtos e
Equipamentos Veterinarios, Lda.

Praceta Jaime Cortegdo
N° 1 —R/C Loja Esq.

2625-170 Povoa de Santa Iria

Tel: +351 219 739 130

Romaénia
ALTIUS SA

Str. Zagazului nr. 21-25, Corp A, et 8 si 8A
apartament A.8.2, sect 1, Bucuresti — RO



Tel: +385 43 440 527

Ireland

Duggan Veterinary Supplies Ltd.,
Holycross,

Thurles,

Co Tipperary

Ireland

Tel: +353 (0) 504 43169

island

Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 331504 26

Italia

Azienda Terapeutica Italiana A.T.I. s.r.l.

Via Emilia 285
[-40064 Ozzano dell’Emilia — Bologna
Tel: +39 051 6512711

Kvbmpog

Xmopog Zravpviong Képkaic Atd
Aewo. Ztacivov 28,

1060 Agvkwoio, Kdmpog

TnA: +357 22 447464

Latvija

OU Zoovetvaru
Uusaru 5

EE-Saue 76505

Tel: +372 6 709 006

Tel: +40 021 310 88 80

Slovenija

TPR d.o.o.

Litostrojska cesta 44e,
1000 Ljubljana
Slovenia

Tel: +386 (0)1 505 5882

Slovenska republika
Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 331504 26

Suomi/Finland
Emdoka

John Lijsenstraat 16
BE-2321 Hoogstraten
Tel : +32 331504 26

Sverige

Pharmacuum Sverige AB
Sérmon 106

653 46 Karlstad

Tel: +46 76 11 333 27

United Kingdom (Northern Ireland)
Duggan Veterinary Supplies Ltd.,
Holycross,

Thurles,

Co Tipperary

Ireland
Tel: +353 (0) 504 43169
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