ITAPAPTHMA |

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 1,5 mg/ml nécipo evarmpnpa yioo 6kHA0VE

2. IMOIOTIKH KAI IOXOTIKH XYNGEXH
‘Eva ml nepiéyet:

ApOOTIKO GVGTATIKO:
Meho&waun 1,5 mg

"Exodoya:
Bev{oixo vatpio 5 mg

BA. mApn katdhoyo ekdoy®v 6to Ke@dioio 6.1

3. OAPMAKOTEXNIKH MOP®H

[Too1po evardpnpa.

4. KAINIKA XTOIXEIA

4.1 Eion {oov

2xvAot

4.2 Ogpamevtikég evoeiEeis mpoodropilovrag Ta £idn {O@V

Kotanpdoven g eAeypovig kot Tov Tovov 060 oTig 0&gieg 660 Kol OTIG XPOVIEC WVOCKEAETIKEG
dloTapayéc. 6TOVE GKOAMY

4.3  Avrevositeag

Na pn ypnotponoteital og éykva {oa 1 og {da Tov OnAdlovv.

Na pnv yopnyeitat oe {oda pe yooTpevteptkd tpoPfinuate énwc, epebionds kot apoppayio, HELOUEVN
NTATIKY, KOPOOKT 1] VEQPIKT] AELTOVPYIO KOl OUOPPOYIKES OLOTAPAYES.

Na pn ypnotponoteital o€ mepintmon vrepevoicOnoiog otn SpacTiky] ovsio 1| 6€ KATOl0 Amd TaL
£Kdoy.

No unv yopnyeitoar € 6xOAOVG NAKiog pkpoOTEPNG TV 6 EfOOUAd®V.

4.4  E101KéC TPOELOOTONGELS

Koapia.

4.5 Iowitepes mPoPUAAEELS KATA TN p1oN

[dwaitepeg Tpo@LAGEELS KaTd T Ypnion o Lha

Noa amo@edyetat 1 ¥p1oN TOV GE APLIATWUEVO, VITOYKOALULIKE, VTOTAGIKA (M, KaBdG vITdpyeL
evdgyOIevoc kivouvog avénuévng To&ikwong Tov veppov.AvTtd To TPOIdV Y10 GKOAOVG, dev Ba Tpémet
Vo Y pNoOTOoLEiTaL GE YATES, KOOMG OV givarl KATAAANAO Yo ¥p1ion o€ owtd To €id0g. ZTig Yateg, Oa
npémel vo ypnoponoteitar o Rheumocam 0,5 mg/ml méoyo evaudpnpo. yio yotes.



Idwitepeg mpouAGEeic mov mpémel vo AouBdvovTal ot To (TOUO TOL YOPNYEL TO POPUUKEVTIKO

mPoidv og (Ma

Atopa pe damotopévn vrepevoictnocio ota MEAD, tpénet vo amoedyouV TV EXAQN UE TO
KTNVIOTPIKO QUPLOKEVTIKO TPOTOV.

e mepinton Tuyaiog Katdmoong, vo avalntioete apéong aTptkn fondeia kot va emdeitete otov
10TPO TO PUALO OONYIDV YPNCEWMG 1) TNV ETIKETO TOV PUPHUAKOL.

4.6  AvemOounteg evépyeleg (ovyvoTnTa Kol cofapotnTa)

Tomikéc avemBounteg evépyeieg tov MEAD dnwg 1 andieln TG 6peéng, o EUETOS, M ddppota, tyvn
aipartog oto, kKOmpava, ANndapyokal veppikn avemdpkela, Exovv avaeepbel omopadikd. e Wiaitepa
OTAVIEG TEPIMTAOCELG EYOVV avapepBel apoppaytkn SLdpPoLa, LUATEUEST], YOOTPEVIEPIKE EAKT) KoL
avénuéva nrotucd Eviopa.

AvTég ot avemBounteg evépyeleg, cupPaivouy péca oty Tpmtn gfdopndada g Oepomeiog kot giva,
OTIG TEPLOCOTEPEG TEPUTTMGELS, TAPOIIKEG KO TAPEPYOVTAL LETE T Srakonn| Tng Oepamneiog, ahid og
OTAVIEC TEPIMTTAOOELS Uopel va eivar cofapég 1 Bavoamedpec.

Edv mapoatnpnBovv avemBounteg evépyeieg, tote Tpémel va dokontetal n Oepaneio kot va {nnbei n
GLUPOVAN KTNVIATPOV.

H ocvyvomta epodviong tov avembountmv evepyeimv kabopiletor wg akorovOwg:

- ToAD cuyvn (meprocdtepo omd 1 ota 10 {da Tapovctdlovy avemBOUnTeG EVEPYEIEG KATA TN
duapketa tng Oepameiog)

- ovyvn (mepiocdtepo amd 1 aAld Arydtepo amd 10 (oo ota 100 vad Oepaneia {ma)

- un ovvnBwopévn (tepiocdtepo amd 1 akdd Atydtepo amd 10 {da ota 1.000 vrd Bepancia {ma)
- omévia (meplocdtepo amd 1 aAld Arydtepo and 10 {da ota 10.000 vid Bepoaneio {da)

- oAb omdvio (Arydtepo amo 1 ota 10.000 vid Beponeio {da, copmePIAAUPAVOUEVOY TOV
LELOVOUEVOV OVAPOPDV)

4.7 Xpion katd TNV KON61), TN Yorlovyia 1] TNV ®OTOKId

H acodiera Tov kTnviaTpikoh QoprakenTIKoD TPoidvtog dev £xel amoderydel Katd t didpkela g
KOnong Ko g yorovyiog (BA. kepdiato 4.3).

4.8 AlMAiemopacsig pe GALO QUPRIKEVTIKA TPOIOVTA KO GAAEG POPPEG AAINAETIOPAONS

Ao MEAD, 5100pNTIKA, OVTITINKTIKA, GUIVOYAVKOGIOIKA aVTIBLOTIKG Kol OVGIEG LE VYNAY dEoUEVOT)
TPOTEIVOV, umopel va avtaymvifovtal ot 0écpevon kot va odnyolv €tot og Tocég avtidpdoelc. To
Rheumocam dev mpémet va yopnyeitar pe GAho MEA®D 1) YAVKOKOPTIKOGTEPOELDT.

[TponynOeica Bepancia pe aviipAeyLovaddelg ovoieg, pmopei vo 0dNyNoEL 08 EMTPOCHETEG 1)
EMOVENUEVES AVETIBOUNTEC EVEPYEIEC KOl KUTA GUVETELD B0l TPETEL VOL SIOKOTTETOL 1) YOPT Y101 QVTMOV
TOV KTNVIOTPIKOV QOPUOKELTIKMY TPOTOVTOV Y1 £VO YPOVIKO SIAGTNLO, TOVAGYIGTOV 240V POV,
7pwv omd v Evopén g Bepancioc. [Tapoia avtd, n ¥povikn TEPI0dOG Amd TIV TPOTYOVUEVT
Oepameio péxpt v Evapén g véag Bepameiag, Bo eEaptndel amd TIG PUPUAKOKOAOYIKES 1O10TNTEG TV
KTNVWOTPIK®V TPOTOVIMVY OV £lyay YpNOILOTOMOEl TPOTYOUUEVOC.

4.9 Aocoloyio Kol TPOTOG YOPNYNONG

AvoKiviote KOAG Tpv oo T xpnon.

Xopryeital avopelelyLEVO GTIV TPOPT).

Apywn Oepameia eivon o pdmoé d6om tov 0,2 mg uelo&ikdung/kg copotikod Bapovg katd v
mpot nuépa. H Oepaneia amd to otopa tpénet vo cvveyiletol kabnuepvd (ue pecodlactripoto 24
®pmV) 61N cuvtnpNTiky 600on tov 0,1 Mg pelo&ikaunc/kg copatikod Bapovg.
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[Switepn mpocoyn mpémet va Aappdvetal og 0,TL apopd TV akpiPn yoprynon e d6onc.

To evoudpnua propel vo, yopnyndel ypnoponoidviag tn 6060UeTPIKN cOptyya Tov Rheumocam nov
mapéxetal Pe kibe cvokevacia.

H oOpryya npocopudletat otn eiain kot £xel kKAipoko faduoroynuévn kotd Kg coupaticod Bapovg n
omoio avTtioTtolyel ot d0om cvviipnong (dnaadn 0,1 mg peho&ikdung/kg cmpoatikod Bapovc). Etot,
KaTd TNV TPAOTN NuéPa, o amartnBel Sumhdoia 66on am' ekeivn Tng 600NG CLVTIHPNONG.

Yuvnbwg mapoatmpeitar fedtioon ot 3 - 4 nuépes. H Oeponeio mpénet vo draxonteton petd amd 10
NUEPEG TO TOAD, av dev TapatnpnOel epeoving PeAtioon Tng KAVIKNG EKOVIG.

4.10 Ymepdocoloyia (COUTTOUATA, RETPO, AVTIHETAMLGNG, UVTIOOTA), EAV EIVOL ATOPAITTO
Xe mepinton vTePd0coL0YinG TPEMEL va yopnyNnOel copntmpatikn Beponeia.
4.11 Xpovog(or) avapovig

Agv 1oyvet.

5. OAPMAKOAOTI'IKEX IAIOTHTEX

DoppokobepamenTikn opuddn: AVIIPAEYLOVMON Kot OVTIPEVUATIKA TPOTIOVTO, U] GTEPOELDN,

(oCukdpec)
Kwdwoc ATCvet : QMOLACO6.

51 ®@appoxkodvvopikés 1010TNTES

H peho&ucdpn eivan éva pn otepoetdég aviipAeypovadeg eappoko (MEAD) g opddag g 0EIKAUNG,
70 0moio dpa avacTtéAlovtag TN cHVOEST TV TPOSTAYAAVIIVAOY AGKAOVTOS KAT 0VTO TOV TPOTO
OVTLPAEYLOVAOIT, OVTIEEWOPOUATIKY], AVOAYNTIKT KOl AVTITUPETIKY Spdor. Mewdvet T duOnon
AEVKOKVTTAP®V GTOV PAEYHOivOVTO 16TO. Xg UIKPOTEPO Pabud, amoTpémel TNV amd TO0 KOAAAYOVO
TPOKAAOVUEVT], CLOCOUATMON TOV AUOTETAAIOV. X peAéteg invitro kou invivo, amodeiytke 6t
pero&capn avaotélel v kukho&uyevaon - 2 (COX-2), og peyardtepo Babud omd v
KokAo&uyevaon - 1 (COX-1).

5.2 ®@appoxkoKiviTiKd 6TOLYEIN

Amoppoonon

H pero&ucdpn, amoppo@dtot TEAEIMG HETA TNV OO TOL GTOUATOG XOPTYNOT) KOl EXLTVYYAVOVTOL
UEYIOTEG GUYKEVIPMOOELG OTO TAGGHO TOVL GipaTOg TEPiTOV, 7,5 dpeg petd and ™ yopnynon. Otav to
TPOIOV YopNYEITOL COLPOVO LE TO TPOTEVOLEVO OOGOAOYIKO GYNLLOL, EMLTVYYAVOVTOL GTAOEPEG
GLYKEVTPMOELG LEAOEIKAUNG GTO TAAGLO TOV QUpLATOG T devTEPN NUEPQ TNG Bepoameiag,.

Kotavoun

Yrhpyet por ypopukn oxéor Hetadd g Xop1youEVNS 006NG KOl TG CLYKEVIPWOONG GTO TAAGLLO TOV
aipartog, 1 omoio Topatnpeital 6To Ao TG Bepanevtikng 60ong. [lepimov 10 97% g peho&IKaung
ovvdéetat amd TG TPOTEIVES ToL TAdGpatog. O dyKog katavoung eivor 0,31/kg.

MetofoMopog

H pelo&ucdn avevpioketon Kupiwg 6To mAGGLO TOV OipLOTOG, AMEKKPIVETOL KUPIOE LEC® TNG YOAC,
€V TO 00pO TEPLEYEL LOVO Ty amd To apyikd mTpoidv. H pero&ikdun petaforiletar oe pior aAkodAn,
0€ TOPAYWYO 0EEMG KO GE LEPTIKOVG TOAKOVG peTaPoriteg. OAol o1 kOpiot petaforites, amodeiytnay
(QOPUAKOAOYIKADG OVEVEPYOL.



Amopdkpuvon
H npunepiodog Long tng pero&ikaung, etvor 24 mpeg. To 75%, mepinov, g yopnyovpevns d0ong
OTOUOKPVOVETOL JLE TOL KOTPAVOL KO TO DVTOAOLTO LE TO OVPO.

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Katahoyog ekdoymv

SaccharinSodium
SodiumCarboxylMethylCellulose
ColloidalSiliconDioxide

Citric Acid Monohydrate

Sorbitol Solution

Disodium Hydrogen-Phosphate Dodecahydrate
SodiumBenzoate

HoneyFlavour.

6.2 Kopieg aocoppatotnteg

Agv givonl yvoot kapio

6.3 Awdpkera Confg

Avgpxela (NG TOL KTNVINTPIKOD QOPUAKEVTIKOD TPOIOVTOG COLPMVA LE TN GVCKELOTIN TOANGNC: 2
€

Augpxeta {ong petd 1o TpMTO Avorya TG OTOEIDNOOVS GUGKELOGING: 6 UVES

6.4 Idwitepeg mpo@uraels kKoTa T POAAEN TOV TPOTIOVTOG

Agv vdpyovv €181kéG 0dMYieg dlaTPNOoNG Yo AVTO TO KTNVIATPIKO TPOTOV

6.5 ®Yon km 6HVOEGT TG GTOLYELDOOVS CVOKEVUGING

Dd14An molvabBvieviov vynAng Tukvotntag HDPE tov 15 ml, ue avbektikd noua acpaleiog 1
D1aAn tepe@BOLkod ToAvaBLAEVioV TV 42, 100 1 200 ml, pe avBekTikd T ao@oieiog Kot
dHo oHpLyYEC TOAVTPOTLAEVIOL dOGOAOYNGON: pia Yo pikpd okvALd (uéxpt kot 20 Kg) kot éva yio
peyalvtepa okvld (péxpt ko 60 kg).

Mmropei va pnv KuKAOQOpovV OLEG 0L GLGKEVAGIES.

6.6 Ewwkéc mpo@uidiers amoppiyng evOg pnonomot0£viog KTNVIOTPIKOD QUPIROKEVTIKOD
POIOVTOG 1 GALOV VAIK®OV TOV TPOEPYOVTUL UTTO T1) YP1]C1 TOL TPOIOGVTOGS, OV VITAPYOVY

Kabe un ypnoyomoinév KTnviatpikd eoprakenTiKd Tpoidv 1 U xpnotonom0évto VIoOAEIUUATE ToV
TPENEL VO, ATOPPITTOVTIOL GOUPOVO UE TIG KUTE TOTOV 10YVOVGES O10TAEELC.

7. KATOXOX AAEIAYX KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Iphavdia.



8. APIOMOZAAEIAZKYKAO®OPIAXZ

15 ml: EU/2/07/078/004

42 ml: EU/2/07/078/001

100 ml: EU/2/07/078/002

200 ml: EU/2/07/078/003

9. HMEPOMHNIA IIPQTHY ET'KPIZHX/ANANEQXYXHY. THX AAEIAX
Hpepopnvia 1M éyxprong: 10/01/2008.

Huepounvia tekevtaiog avavémong: 18/12/2012.

10. HMEPOMHNIA ANAGEQPHXIHX TOY KEIMENOY

Aentouepeic TANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO QOPUOKEVTIKO Tpoidv dlatibevTol oTov
diktvoko tono tov Evponaikod Opyaviouod @apudkov (http://www.ema.europa.eu)

AITIAI'OPEYXH IIQAHXHX, AIAOEXHX KAI/H XPHXHX

Agv 16y0gt


http://www.emea.europa.eu/

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Rheumocam 1 mg poocopeva diokia 1o GKOAOVG

Rheumocam 2,5mg poacdpevo diokio yio. 6KOAOVS

2. MOIOTIKH KAI ITOXOTIKH XYNGEXH

‘Evo. pocopevo diokio mepiéyet:

ApOOTIKO GVGTATIKO:

Meho&ucaun 1 mg

Meho&uchin 2,5mg

BA. m\pn katdhoyo ekdoy®v 6to Ke@dioio 6.1

3. DPAPMAKOTEXNIKH MOP®H

Moaocopueva diokia.

VIOKITPIVOL EYYAPOKTO LAGMDUEVO O1GKIL.

4. KAINIKA XTOIXEIA

4.1 Eion {oov

2K0OA0L

4.2 Ogpamevtikég gvocierg mpoosoropilovrag ta £ion LOwv

Kotoampdoven e eAeypovig ko Tov Tovov T060 oTig 0&gieg 0G0 Kol OTIG XPOVIEC LVOCKEAETIKEG
STaPAYEC. GTOLG GKOAMV.

4.3  Avrtevdcieag

Na pn ypnoponoteital o€ £ykvo (oo .

No pn ypnowomoteital o€ £ykva 1 yaAovyodvta (ho

Noa unv yopnyeital o€ {da pe yootpevteptka TpoPfinuate énwc, epedioudc kot opoppoyio, HEWUEVN
NTOATIKY, KOPOOKT 1] VEPPIKY] AELTOVPYIO KOl GUOPPOYIKES OLOTAPAYES.

Na pn ypnoiponoteital o€ mepintmon vrepevOIcONciag ot SPacTIK 0VGin 1| 68 KATO10 Ao Ta.
£Kdoy0L.

No punv yopnyeitor o okbOAOLE NAKioG HikpOTEPNS TV 6 efdopnddnv 1 chuatikov Bdpovg
pkpotepov tov 4kg.

4.4  E101KéC TPOELOOTONGELS
Koapia.
4.5. Idwitepeg mpopuiaters Katd Tn ypion

Idwitepeg mpoLAGELSIC Kata T ¥pnon oc (oo

Noa amo@gbyeTaL 1] YPTOT TOL GE APLVIATMOUEVA, VITOYKOLUIKA, VTOTAGIKE {da, KaOD VTapyEL
EVOEYOUEVOC KIVOUVOG aENIEVIC TOETKMONG TOV VEQPOD.



Idwitepeg mpouAGEeic mov mpémel vo AouBdvovTal ot To (TOUO TOL YOPNYEL TO POPUUKEVTIKO

mPoidv og (Ma

Atopa pe damotopévn vrepevoictnocio ota MEAD, tpénet vo amoedyouV TV EXAQN UE TO
KTNVIOTPIKO QUPLOKEVTIKO TPOTOV.

e mepintoon Tuyaiog Katdmoong, va avalntioete apéong aTptkn fondeia kot va emdeitete otov
10TPO TO PUALO OONYIDV YPNCEWMG 1) TNV ETIKETO TOV PUPHUAKOL.

4.6  AvemOounteg evépyeleg (ovyvoTnTa Kol cofapotnTa)

Tomikéc avemBounteg evépyeieg tov MEAD dnwg 1 andieln TG 6peéng, o EUETOS, M ddppota, tyvn
aipatog ota kKOmpava, AN0apYog Kol VEPPIKN avemdpKeLlo £X0VV avapepbel TopadtKa.

e 10uiTepPO OTAVIEG TEPITTMOOELS £YOVV avapePDEel aoppayKn SLPPOLD, OLUOTELEST], YOOTPEVTIEPIKE
€Mk kot ovénuéva nroticd viopa.

AvTtég ot avemBounteg evépyeleg, cupfaivouy péca oty Tpmtn efdopndada g Oepomeiog kot giva,
OTIG TTEPLOGCOTEPEG TEPUTTMGELC, TAPOOIKEG KOl TOPEPYOVTAL UETE TN drakonr| Tng Oepameiag, ahdd o€
OTAVIEG TEPIMTAOCELG Umopel va eivar cofapég 1 Bavateopeg.

Edv mapoatnpnBovv avembounteg evépyeteg, tote Tpémel va dtokomtetal n Oepameio kot va {nnbei n
GLUPOVLAN KTNVIATPOV.

H ocvyvomta epodviong tov avembountov evepyeimv kabopiletor wg akorovOwg:

- oAb ouyvn (eprocdTepo omd 1 ota 10 {da Tapovctdlovy avemBOUNTEG EVEPYEIEG KOTA TN
dudpxeta tng Bepameiog)

- ovyvn (Teplocdtepo amd 1 aAld Aydtepo amd 10 {da ota 100 vrd Bepaneia {da)

- un ovvnOepévn (tepiocdtepo amd 1 aldd Atydtepo amd 10 {da ota 1.000 vrd Oepancio {da)

- omavia (mep1ocdtepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Oepomeio (Ha)

- moAb omdvia (Arydtepo amo 1 ota 10.000 vid Bepancio {da, copneprlopPavopévayv Tmv
LELOVOUEVOV OVAPOPDV)

4.7  Xpion Katd TNV KON, T Yorlovyia 1 TNV ®OToKid

H ac@diela Tov KTviaTpikod QopLOKEVTIKOD TPOTOVTOG Oev £xEl amoderyfel Katd t dtdpkela g
KOnong Ko g yorovyiog (BA. kepdiato 4.3).

4.8 AMMAEMOPAOELS NE GALY QUPUUKEVTIKG TPOTOVTO KOL GALES POPPEG alinieniopaocng

Ao MEAD, 5100pNTIKA, OVTITINKTIKA, OpVOYAVKOGIOKA avTIBLOTIKG KOl OVGIEG LE VYNAY] OECEVOT)
TPOTEIVOV, umopel vo avtaymvifovtal ot 6écpevon kot va 0dnyolv €tot og Tocég avtidpdoeic. To
Rheumocam dev mpémet va yoprnyeitar pe dArlo MEAD 1] yYAUKOKOPTIKOGTEPOELDN.

IIponynBeica Bepancia pe aviipieypovddelg ovoieg, pnopet vo 0dnNyNoeL og emmpPOcheTEG 1)
EMOVENUEVESG AVETIOOUNTEG EVEPYELEG KO KOTA CUVETELD Oa TPETEL VL SIOKOTTETAL 1] YOPTYNON CVTOV
TOV KTNVIOTPIKOV QUPUOKELTIKMY TPOTOVTOV Y1 £VO YPOVIKO SIAGTNLO, TOVAGYIGTOV 240V POV,
pwv amod v Evapén g Oepameiag. [Tapodia avtd, 1 xpovikn mepiodog amd TV TPonyoHUEV
Oepameio péypt v évapén g véag Bepamneiag, o eEaptndel amd TIG PUPUOKOKIVNTIKES 1OIOTNTEG TOV
KTNVIOTPIK®V TPOTOVIMV OV Y0V XpNoUoTomOel TponyovUévmg.

4.9 Aocoloyio Kol TPOTOS YOPNYNONG

Apywn Oepoameia eivon o epdmoé d6om tov 0,2 mg uelo&ikdung/kg copotikod Bapovg katd v
TPAOTN NMUEPQL.

H Oepaneia and to otopa Tpénet va cuveyiletal kabnuepva (e pecodiootnuate 24 opdv) ot
ovvnpntikn d6on tav 0,1 mg peloéikaune/kg copatikod Bapovc.



Ka0e pocmpevo diokio mepiéyet eite 1 mg eite 2,5 mg pedolucdung, To omoia avtioTol el ot
ovvtnpntikn 60on yia 10 Kg copatikod Bapovg, 1 yio éva okdro 25 kg copatikod Bapovg
avtioctolya.

Ka0e posopevo diokio, propel va ympiobel e dvo pépn yo akpipé 6teEPo VIOAOYIGHO TG 6O0NC,
SOUEMVO UE TO OTOUKO GmUOTIKO Bapovg Tov {dov. Ta Rheumocam poaocdeva diokia pmopodv va
yopnynBovv pe N yopic Tpoen, Elval op®UATKE Kol TPOSAAUPAvOvTaL EKOVGIO OO

TOVG TEPLGGATEPOVS GKVAOLG,

A0GOLOYIKO GO V1O TI] CLVTNPT TIKT dOON:

Zopatikd Bapovg ApOuog pocopevov mag/kg
(kg) dokiov
1 mg 2,5mg
4.0-7.0 Yo 0.13-0.1
7.1-10.0 1 0.14-0.1
10.1-15.0 1% 0.15-0.1
15.1-20.0 2 0.13-0.1
20.1-25.0 1 0.12-0.1
25.1-35.0 1% 0.15-0.1
35.1-50.0 2 0.14-0.1

H ypnon tov Rheumocam oo evaimpmpe. yro. 6KOAoVE, Hropel va xpnotomom el yio, pio, okoun
TEPLEGOTEPO KPR yoprynomn g ddone. I'a okvAovg cmpatikod Bapovg pikpdtepov v 4 Kg,
ouviotdTol 1 xpnon Tov Rheumocam mocyo evatmpnfpa yio skdAovg

Xovnbwg mapatnpeitan Bertioon oe 3-4 nuépec. H Bepaneia mpénel va dtokdnteTon petd omd 10
NUEPES TO TTOAD, av dev TapotnpnOel eppovig Pertionon g KMVIKNG EIKOVAG.

410 Ymaepdoooroyio (CUUTTONGTO, PETPA AVTIUETOTIONG, OVTIOOTH), EAV Eival aapaitTnTa
Y& mepintoTn VTEPSOGOAOYING TPEMEL VoL yopnyNOel copntmpatikn Beponeia.
4.11 Xpovog(or) avopovig

Agv 1oyvet.

5. OAPMAKOAOI'IKEX IAIOTHTEX

DoppokobepamenTikn opuddn: AVIIPAEYHUOVMOON KoL OVTIPEVIATIKG TPOIOVTA, [T GTEPOELON,

(0&dpeq)
Kodwog ATCvet : QMOLACO6.

51 ®@oppokodvvoptkes 1010TNTEG

H pero&ucdpn eivan éva un otepoetdég aviipAeypovadeg eappoko (MEAD) g opddag g 0EIKAUNG,
70 07010 dpa AvaSTEALOVTOG TN GHVOEST TOV TPOSTAYANVIIVAOV OGKAOVTOC KAT 0VTO TOV TPOTO
AVTIPAEYLOVAOT, OVTIEEWOPOUATIKY], AVOAYNTIKT KOl AVTITUPETIKY Spdor. Mewdvet T dudnon
AELKOKVTTAP®V GTOV PAeYpaivovTa 16T0. Xe pikpdtepo Pabud, amotpénel TNy and 10 KOAAXYOVO
TPOKAAOVUEVT], CLOCOUATMGCN TOV AUOTETAAIOV. X pueAéteg invitro kou invivo, amodeiytke 6t m
pero&ucapn avaotéddel v kukho&uyevaon - 2 (COX-2), og peyardtepo Babud omd v
kukho&uyevaon - 1 (COX-1).



5.2  ®uppoKoKivnTIKG cToL)Eia

Amoppognon

H pero&ucdpn, amoppo@dtot TEAEIMG HETA TNV OO TOL GTOUATOG XOPTYNOT) KOl EXLTVYYAVOVTOL
UEYIOTEC GUYKEVTPMOELG OTO TAAGCLL TOV aiplaTog mepinmov, 4,5 dpeg petd amd ) yopnynon. Otav to
TPOIOV YopMYElTOl COLPOVA LE TO TPOTEVOLEVO OOGOAOYIKO GYNLLOL, EMLTVYYAVOVTOL OTAOEPEG
GUYKEVTIPMGELS LEAOEIKAUNG GTO TAAGHO TOV OipaTOg T Og0TEPN NUEPQ TNG Oepameiag.

Kotavoun

Ymapyetl ol YpoppIKn oxéon Leta&y Tng xopnyoOuevns 606mG Kot TG GLYKEVIPMOTG GTO TAUGHO TOL
aipatog, 1 omoia Topatnpeital 6To Ao TG Bepanevtikng 60ong. [lepimov 10 97% g peho&IKaung
ovvdietat amd T TPWTEIvES ToL TAdouatoc. O dykog katavoung givor 0,31/Kg.

MertafoMopodg

H pelo&kdpn avevpioketon Kupiwg 6To MAGGLLO TOV CiLOTOG, AMEKKPIVETOL KUPIOE HEC® TNG YOAC,
€V TO 00PO TEPLEYEL LOVO Ty amd To apyikd mTpoidv. H pero&ikdun petaforiletor e pior aAkodAn,
o€ TOPAYWYOo 0EEMG KO GE UEPTKOVG TOAKOVG peTaforiteg. OAol ot kOpiol petaforites, amodeiytnay
QOPUOKOAOYIKDG OVEVEPYOL.

Amopdkpuvon

H nuumepiodog Long tng nero&ikaung, eivar 24 mpeg. To 75%, mepinmov, Tng yopnyovpevng d0omng
OTOLLOKPVVETOL LLE TOL KOTPOVOL KOl TO VITOAOLTO [LE TO OVPO.
6. DOAPMAKEYTIKA XTOIXEIA

6.1 Katahloyog ekddymv

Lactosemonohydrate

Silicified microcrystalline cellulose

Sodium acid citrate

Crospovidone

Talc

Pork Flavour

Magnesium stearate

6.2 Kopieg aooppototnteg

Agv glval yvoot Kopio

6.3 Awdpkera Confg

Aldpketo {ONE TOL KTNVIATPIKOV POPLOKEVTIKOD TPOIOVTOC GOUPMVE, LIE TI GVCKEVOGTO TMOANONG: 5
£

6.4 Idwitepeg TpoPuAAEelS KOTA TN OAAEN TOV TPOTOVTOG
Agv vTapyovv 101KEG 0dNYiEG GLVINPNONS Yo AVTO TO KTNVIOTPIKO TPOIdV
6.5 ®@Yon km 6HVOEcT TG OTOLYELDOOVG GVOKEVUGING

PVC/PVdC (250um/60g/m?) blister pe oxinpd @OALo odovuviov 20
M¢éyeBog ocvokevaciag: 20 1} 100 diokia

Mmropei va, unv KoKAOQPOpOUV OAEG 0L GLOKEVAGIES.
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6 Edwkéc mpo@urdiers amdppiyng evog ypnoItromot0EvTog KTNVIOTPLKOD QUPUEKEVTIKOV
TPOIOVTOG 1] GALOV VAKAOV TTOV TPOEPYOVTUL OO T1) Y P1)G1] TOL TPOIOGVTOS, UV VTAPYOVY

Ka0e pn ypnoipomomBév kviatpikd QoprokeLTiKo TPoiov 1 Un xpnoonom0évta vroleippatd tov
TPEMEL VAL ATOPPITTOVTIOL COLPOVA LE TIG 1OYVOVCES EBVIKEG AMOUTOELG

7. KATOXOXAAEIAZKYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

pAaVOiaL.

8. APIOMOX AAEIAY. KYKAO®OPIAZ

EU/2/07/078/005

EU/2/07/078/006

EU/2/07/078/007

EU/2/07/078/008

9. HMEPOMHNIA TITPQTHY EIT'KPIXHX/ANANEQYHY THX AAEIAX
Hpepopnvia 1M éyxprong: 10/01/2008.

Hpepounvia tekevtaiog avavémong: 18/12/2012.

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv dlatibevTol otov
diktvoko tono tov Evponaikod Opyaviouod @apudkov (http://www.ema.europa.eu)

AITATOPEYXH INIQAHXHX, AIAGEXHX KAI/H XPHXHX

Agv 1oy0eL
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http://www.emea.europa.eu/

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 15 mg/ml néoipo evoidpnua yio dAoya.

2. MOIOTIKH KAI ITIOXOTIKH XYNOEXH
1 ml mepiéyet:

ApOOTIKO GVGTATIKO:
Meho&wapn 15 mg

"Exodoya:
Sodiumbenzoate 5 mg

BA. mAp1 katdAoyo ekdoy®v 6To KEQAlao 6.1.

3. OAPMAKOTEXNIKH MOP®H

[Toéoc1po evardpnpa.

AEVKO EmG VITOAELKO 1EDOEC TOGLO EVOLDPLLOL LUE APDLLOL LEALOV.
4. KAINIKA XTOIXEIA

41 Eion {oov

Aloya

4.2 Ogpamevtikég vociEeis mpoodropilovrag Ta €idn {O@V

Kotanpdoven g eAeyHovig Kol avaKoDQLoT) TOV TOVOL, T000 G€ 0&Eeiec, OG0 KO GE YPOVIES
LLOCKEAETIKES dlatapayEg o€ GAOYO.

4.3  Avrtevositeag

Na pn ypnoiponoteital € £YKLEG 1) G€ KOTAGTAGT YOAOLYIOG POPPAdES.

Na pn ypnoiponoteital 6 GA0Y0 TOL TAGYOLY A0 YOOTPEVIEPIKES SLOTAPAYES, OTWS PAEYLLOVT KoL
apopporyict, LELMUEVT] NTOTIKY], KAPSIOKN 1] VEQPLKT AELTOVPYIN Kot ALLOpparykéG StoTopoyéG.

Na pn ypnoponoteital o€ mepintmon vrepevoicOnciog otn SpacTiky] ovsio 1| 6 KATOlo amd TaL
£Kdoy0L.

Na un ypnoponoteital 6 GAoyo NAKIOG KPOTEPTC TOV 6 UNVOV.

4.4 E101Kég TPOELOOTOUGELS

Koapia.

45 Idwitepeg mpo@uiaters Katd n ypion

[dwaitepeg Tpo@LAGEELS KaTd T Ypnion o Lha

Noa amo@edyetar 1 ¥pfion 6€ OAL TA, APLOATMEVA, VITOYKAUKE, 1 VTOTAGIKA (M, O10TL VITdpPYEL
EVOEYOUEVOC KIVOLVOG TOEIKMONG TOV VEPPGOV .

12



Idwitepeg mpouAGEeic mov mpémel vo AouBdvovTal ot To (TOUO TOL YOPNYEL TO POPUUKEVTIKO

mPoidv og (Ma

Atopa pe demiotouévn vaepevoictnoio ota Mn Ztepoedn] Aviipieypovadn @apuaxo (MEAD),
TPEMEL VAL ATOPEVYOLV TNV EMAPT LE TO KTIVIATPIKO QOPLOKEVTIKO TPOTOV.

e mepintoon Tuyaiog Katdmoong, va avalntioete apéong aTptkn fondeia kot va emdeitete otov
10TPO TO GUALO OONYIDV YPTIONG N TNV ETIKETA TOV PAPUAKOV.

4.6  AvemOounteg evépyeleg (ovyvoTnTa Kol cofapotnTa)

e KAMVIKEG OOKIUES, TOPATPNONKOY LELOVOUEVO TEPIGTATIKA TUTKMV OVETIBOUNTOV EVEPYEIDV TOV
MXEA® (ehappd kvidwon, dtappota). To CUUTTAOUATO AVTA, NTAV OVOCTPEYILLO.

e 10witepa OTAVIEG TEPITTMOCELG £x0oVV avapephel anmAeia 0peéng, ABapyog, Kothakd dlyog Kot
KOAITIOO. Z€ 1010iTEPO OTLAVIEC TEPITTAOCELS EYOVV aVOPEPDEL OVUPLAUKTIKEG AVTIOPAGELG OL OTTOTES
umopei va givar coPfopéc(0avatoc) kot O mpénet vo, avTipeTomilovTal L CUUTTOUATIKN OYOYT|.

Y& mepinton eueaviong avemilfountov evepyelav, Oa tpénet va dtokdntetol n Ogpaneio Kot va,
{nreitor n cVUPOVAR TOV KTNVIATPOV.

H ocvyvomta epodviong tov avembountmv evepyeimv kabopiletor wg akorovOwg:

- oA cuyvn (eprocdTepo omd 1 ota 10 {da Tapovctdlovy avemBOUNTEG EVEPYEIEG KOTA TN
dudpxetla tng Bepameiog)

- ovyvn (Teplocdtepo amd 1 aAld Aydtepo amd 10 {da ota 100 vrd Bepaneia {da)

- un ovvnOepévn (tepiocdtepo amd 1 ahdd Atydtepo amd 10 {da ota 1.000 vrd Oepancio {da)
- omavia (mep1ocotepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Bepomeio (Ha)

- moAb ondvia (Arydtepo amo 1 ota 10.000 vid Bepancio {da, copmeprlopPavopévav Tmv
LELOVOUEVOV OVAPOPDV)

4.7 Xphon Katd TNV KONo1), TN YoAOV)ia 1] TNV ®OTOKiw

Epyoomprlaxég pedéteg o€ foogidn, dev amédeiav v vmapén TepaToyovov, EUPPLOToEIKIC 7
untpotolikng opaong. [ap’ 6la avtd, dev vdpyovy drebécipa ototyeio yia ta dAoya. ['ta o Adyo
avtd, dEV GUVIGTATOL 1] ¥PNON KOTA TN SIAPKELN TNG KONOTG KoL TG YaAovyiog.

4.8 AMMAEMOPACELS PNE GALD QUPUUKEVTIKA TPOTOVTO KUl GALES POPPEG alinieniopaocng

Na pn yopnyeitot tawtdypova pe YAUKOKOPTIKOELDT, AAAN UN-GTEPOELON AVTIPAEYLOVAOIT QAPLOKA 1)
LLE QVTITNKTIKOVG TOPAYOVTEG.

4.9  Aocoloyio kKou TPpOTOS YopfiyNnong

Xopnyeitot ovapeperyuévo pe v tpoen 1 arnevbeiog oto otopa, ot d6on tev 0,6 mg/kg copatikon
Bapovg, amag nuepnoing, yio dtdpketa Eo¢ 14 nuépec. Xtnv TepinTOGT TOV TO TPOIGV OVOULYVOETOL LIE
v tpon, Bo Tpémel va TpoatifeTor oE o iKpn TocHTNTA TPOPNC, TPV OO TO GITIGUO.

To evaumpnua, Ba Tpémet va yopnyeital, pNOLOTOIMVTAG T 00GOUETPIKN GVPLYYO, 1| OTToin
mapéyetar péoa otn cvokevacio. H oOptyya, mpocapudletor emdvm ot Qrain Kot el onpdvoelg
ava 2ml .

Avakveiote KaAd Tpv omd T Ypn o).

No aropegbyete TNV eXUOAVVOT| KATA T XP1ON.
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410 Ymaepdoooroyio (COUTTONGTO, PNETPA AVTIUETOTLONG, OVTIOOTA), EAV Eival aapaitTnTa
X mepintwon vrepdocoroyiag, Ba mpémet va yopnynel cvuntopatikn Oepaneia.
4.11 Xpovog(or) avapovig

Kpéag kot edmdipot 1otot : 3 nuépeg
Agv gmitpénetal 1 xpNoT 6€ YOAUKTOTOPAy®Ya (M T 0ol TopAyoLvV YaAa Yo avOpmTvn
KOTOVAAWDGT.

5. OAPMAKOAOI'IKEX IAIOTHTEX

DoppokobepamenTikn opddn: AVTIPAEYLOVMOTN Kol OVTIPPEVHOTIKG TPOTOVTA, 1) OTEPOELDN

(oCukdipec)
kodikog ATCvet : QMO1ACO6

51 ®@oppokodvvoptké 1010TNTEG

H pero&ucdpn, eivor éva Mn-Xtepoetdéc, Avtipieypovadeg @dppoxo (MEAD) g opddog g
o&uaung, To omoio dpa AvaSTEALOVTAG TNV GUVOEST TNG TPOGTAYAAVOIVIG, ACKMVTAG KOT  aLTO TOV
TPOTO, OVTIPAEYUOVDON, AVOAYNTIKY, OVTIEEOPOUATIKY KoL AVTITLPETIKN dpaot). H pedo&ucdun,
LELDVEL TN d1ONOoT AEVKOKLTTAPWOV GTO PAEYHOivOVT 16TO. Ze (KpOTEPO PabUod, avacTEALEL emiong
NV 01t T0 KOALAYOVO TPOKAAOVUEVT cuoodpevot| Bpopforvttdpmy. H peho&ukdun, £xet emiong
avTL-evO0TOEIKES 1010TNTEC Y1aTi £XEl amodeydel 6Tt avaoTtéldel TNV Topaymyn e Opoppo&iavng B2 n
omoio mapNyOn petd amd evéopAéPia yoprynon evdoto&ivng E. colice pocyovg kot xoipovg.

52 ®@appoxoxivnTiKd cToyEia

Amoppognon

Otov 10 Tpoidv ¥pNCUOTOLEITOL COUPOVA [LE TO GCUVIGTOUEVO DOGOAOYIKO GYNLA, ] OO TOV GTOHOTOG
BrodwBecipdra givar 98%. Ot puéy1oTeC CLYKEVTIPMOGELS GTO TAAGLO, ETLTVYYAVOVTOL LETA TEPITOV 2-
3 opeg. O ovvieheotng aBpototikng dpdong 1,08, vtodnidverl 0Tt  peAoEkaun dev €xel aBPOIGTIKN
dpdon o6tav yopmyeital nuepnoime.

Kotavoun
[eprocotepo amd 98 % g perolikdunc, GuVOEETAL UE TIG TPOTEIVEG TOV TAAGHATOG. O 0YKOg

Katavoung, eivon 0,121/kg.

MertafoMopodg

O petaforiopodg, vl TOLOTIKA TOPOLOIOG GTOVG EMHVS, GTOVG VOVOGHOOVG X01POVG, GTOVG
avOpdTOLS, 6T BOOELON KOl GTOVG XOIPOVE, OV KO VTTAPYOVY TOGOTIKEG dtapopés. Ot kuptdTepoL
petoPoAritec mov avePpédnkav oe 6Aa Ta €10M, NTav ot S-udpo&v- kat ot S-kapPoév- petaforitec,
KkaBdg kot o1 0EaAvA-peTafolriteg. O petaforopog ota ahoya, dev Exetl depevvndel. Olot ot KupLot
UETOPOAITEC OTOdELYTNKOAV PAPLOKOAOYIKA avEVEPYOL.

Amopdkpuvon

H pedo&ucdpn, amopakpovetor pe TeAkn nuutepiodo {ong 7,7 opav.
6. DOAPMAKEYTIKA XTOIXEIA

6.1 Katahloyog ekdoymv

Saccharinsodium
Carmellose sodium
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Silica, colloidal anhydrous

Citric acid monohydrate

Sorbitol, liquid (non-crystallising)
Disodium phosphate dodecahydrate
Sodium benzoate

Honey aroma

Purified water

6.2 Kopieg aocoppototnteg

Agv glval yvootr| Kopio.

6.3 Awdpkera Confg

Audpkela (NG TOL KTNVINTPIKOD QOPUAKEVTIKOD TPOIOVTOG COLP®VA LIE TI GVOKELOGTN TOANGNG : 3
ém

Avgprela {ong Letd 1o TPOTO AvoryUa TG OTOEIDNOOVS GUCKELOCING: 3 UVES

6.4 Idwitepeg mpoPuAaels KoTa T POAUEN TOV TPOTOVTOG

Agv vtdpyovv 181kEG 0dNYieg H10TPNOTG Y10 AVTO TO KTNVIATPIKO TPOTOV.

Metd, T 3opNyNoT TOL KTNVINTPIKOD QUPUOKEVTIKOD TPOIOVTOC KAEIGTE TN QLAAT LLE TO TAOUO,TAVVETE
T docoueTPIKN cvPLYYa pe (eoTd vEPO KOl APNOTE TN VO GTEYVAOOEL.

6.5 ®@Yon ko 6HVOEGT TNG GTOLYELDOOVS CVOKEVUGING

D1orido vyNnAng TokvoTTag ToAvaBvAEVIo TEpEyel 100 mI M) tov 250 pi, kot évar ovBeKTIKO TdLOL
moAvBuAeviov o dev eival TPOGITO GTA TOUdLA KAt Lot SOGOUETPIKT GVPLYYQ AtO TOAVTPOTVAEVIO.

Mmopei va. unv KoKAOQOPOLV OAEG Ol GLGKEVAGIES

6.6 E101kég mpo@uidgerg amoppryng evog ypNoLRomot0EvTog KTNVIOTPIKOY QUPUIKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTUL 0.TO T1) P61 TOL TPOIOVTOS, AV VTAPYOVY

Kdabe pun ypnoyomon8év ktnviatpikd eoprokeuTikd Tpoidv 1 un xpnotpomombévio vroAeippaTd Tov
TPENEL VO, ATOPPITTOVTIOL COUPOVO UE TIG 1GYVOVCESG EOVIKEG QAT OELS,

7. KATOXOXAAEIAZKYKAO®OPIAXZ

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

pAaVOia.

8. APIOMOZX(OI) AAEIAY. KYKAO®OPIAZ

EU/2/07/078/009 100 ml

EU/2/07/078/010 250 ml

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Hpepounvia 1" éykprong: 10/01/2008.
Hpepounvia tekevtaiog avavémong: 18/12/2012.
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10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic mAnpoeopieg yio 10 eV AOY® KTNVIATPIKO QUPUAKEVTIKO TPOidV dtotifevTon oTov
diktvoko tono tov Evpomaikod Opyaviouod @apudkov (http://www.ema.europa.eu)

AIIATOPEYXZH INQAHXHE, AIAGEXHY KAI/H XPHXHX
Agv 1oyvet.
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 20 mg/ml evéouo didAvpa yio foogidn, xoipovg Kot dAoya

2. IMOIOTIKH KAI IIOXOTIKH XYNGEXH
‘Eva ml nepiéyet:

ApOOTIKO GVGTATIKO:
Meho&wapn 20 mg

"Exodoya:
Ethanol (96%) 159.8 mg
BA. mAp1 katdAoyo ekdoy®v 6To KEQAiao 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéowo d16Aivpa.
Awyég Kitpvemo 1AL L.

4. KAINIKA XTOIXEIA

4.1 Eion {oov

Booedn, yoipot kat dAoya

4.2 Ogpamevtikég evoeiEeis mpoodropilovrag Ta €idn {O®V
Boosgwon :

Xprnoponoteital o€ 0&gleg AVOTVELGTIKES AOIUMDEELS, GE GLVOVAGUO e TNV KOATAAANAT avTIBloTikY|
Oepaneia, yio T peimon TV KMVIKOV COUTTOUATOV GE BOOELON.

Xprnoponoteital 6€ S1GPPOLEG, GE GLVOVAGHO LE OO TOV GTOHOTOG EVVOOTIKY Oepameia, yia T
LEI®ON TOV KAVIKOV CUUTTOUAT®OV 6€ LOoYoVg NALKiog peyaivtepng g 1 efdopddag kot o
pooyides .

IMo copminpouatikny Bepaneio oty avtipeTdmon g oéeiog LaoTITIONG, € GUVOLOCUO LE
avtiflotikn Bepameio.

Xoipot :

XPpNOOTOIEITOL O U1 LOAVOUATIKEG TAONOELS TOL KIVIITIKOD GUGTIHOTOC, Yol TN LEI®woN TV
CUUTTOUATOV TNG YOAOTNTOG KOl TG PAEYUOVNAG.

IMo copminpopatikny Bepaneio GTNV AVTILETOMTION TNG EMAGYELNG ONYOLIIOG Kol TOEVOLiog
(oVvopopo poaotitdag —unTpitidag — ayara&iog),0e GLVOVACUO e TNV KATAAANAN avTIBloTiK)
Oepameia.

Adoyo. :
[Ma gpfion oV KOTOTPALVGT TG PAEYHOVIG KO OVOKODPLOT] 0Td TOV TOVO, TOG0 o€ 0&gieg 660 Kot

o€ YPOVIEC WWOOKEAETIKEG OLOTAPOYES.
Mo v avaxodeion amwd Tov TOVo Tov GYeTILETOL [LE TOV KOMKO TOV ITTOEOMV.
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4.3  Avrevdsieag

BA\éne emiong kepdrato 4.7.

Na pn ypnoiponoteital 6 dGAoyo nAtKiog pKpotepng Tmv 6 foopadmy.

Na punv ypnotponoteital o {da pe LEW®UEVT NTATIKY, KAPOLOKT 1| VEEPIKT AEtTovpyio Kot
OLHOPPAYIKES dlaTapayEc, 1| OOV VTLAPYOLVY eVOEiEelg PAUPMVY amd yooTpevTEPIKE EAKN.

Na pn ypnoiponoteital o€ mepinTtmon vaepeLOICONGiNG 6T SPAUCTIKY 0VGin 1| G€ KATO10 Ad Ta.
£K60Yy0L.

INa ™ Ogpaneia g Siappotag ota fooeldn], To TPOIOY dev TPEMEL Vo, ypnotponoteitol o {da nAwkiag
piKpoTEPNG TNG Hiag EfdoUadoC.

4.4  E101KéC TPOELOOTOUGELS
Koapia.
4.5 Iowitepeg TPoPUAAEELS KATA TN Y p1joN)

Idwitepeg mpoLAGESIC Kata T ¥pnon o (oo

Edv damotmboiv avemBdunteg evépyeieg, Oa mpénel va daxomteTon 1) Oepameio Kot vo {nteiton n
GUUPBOVAN KTNVIATPOV.

Na amopedyetar 1 xpfion o€ coPapd aPLIATOUEVE, VITOYKALUIKE, 1] VTOTACIKE (Mo 6T omoin
OTOLTELTOL TOPEVTEPIKT] OTOKOTAGTOCT] TV VYPOV, 10Tl VTLAPYEL EVOEYOUEVOG Kivouvog To&ikwong.
e TEPIMTOOT AVETAPKOVS AvaKoHPIoNG 0td TOV TOVO, 0TV Ypnoilonoteitan ot Bepoameio Tov
KOAMKODV T®V mroeld®v, 0o Tpémel va yiveTal TPOCEKTIKT EXTAVEKTIUNGN TG O1dyveGNC, KaOMS antd
umopel va amoTeLEcEL £VOEIEN Yo aVAyKN XELPOVPYIKNG ETEUPAONC.

Idwaitepeg Tpo@LAGEELS TOL TpEmer vo AoufavovTal amd To (TOUO TOL YOPNYEL TO QUPUOKEVTIKO

mPoidv og (da

Toyoio owToéveoT [E TO TPOIOV TOL ATOUOV OV YOPNYEL TO OKEVAGLO THOVOV VO TPOKAAEGEL TOVO.
Atopa pe dlomioTmpévn vtepevalotncio oe Mn Xtepogidn Avtipieypovoon Odpuaka (MEIAD),
TPEMEL VAL ATOPEVYOLV TNV EMAPT LE TO KTIVIATPIKO QOPLOKEVTIKO TPOTOV.

Y& mepinton Tuyaicg avToéveon pe T PeAOvVa TG GUPLYYOS TOV TEPIEYEL TO PAPUAKO, VO
avalntioete apécmg wTpikn fondeta kot va emdeiEete oTov 10Tpd TO POALO 0dNYL®Y YPHoNS 1| TNV
ETIKETA TOV QAPLLAKOV.

4.6 AvemOOunteg evépysieg (cuyvotnTa Kot cofapotnTta)

210 fo0g1d1 KOl TOVS ¥O1POVG, 1) VTLOJOPLA, 1) EVOOUVIKY], OTIMG Kol 1] EVOOPAERLO Yop1ynom sivart kaAd
OVEKTEG. X& KAWVIKEG UEAETEG IOV £ytvaly Gg Bo0E1dN, mapatnpnOnie ehappL TapodKod oidNUe 6TO
onueio TG Eveong, LETA 0o VITOSOPLO. YOPTYNOT), GE TOGOCTO LKPOTEPO TOL 10%.

Y10 GAoyo, pmopel vo topatnpn el Tapodikd oidnua 6To onueio TG EVESTG, TO OO0 ATOdPALEL
yopic kapio eméufoon.

Y& TOM) GTAVIEG TTEPIMTMGELS, 1) OTola, opel vo eivarl coPapés (cuumeptiaufavouévoy Kot
Bavatnedpmv) pmopei va emovpuPodv avapLAIKTIKEG avTIdpAcelg Kot Ba mpénet va avtipetonifovtol
GUUTTOHOTIKA.

H cvyvomto eppdvione tov avembduntov evepyelmv kabopiletar wg akolovOwg:

- ToAD cuyvn (meprocdtepo omd 1 ota 10 {da Tapovctdlovy avemBOunTeG EVEPYEIEG KATA TN
dudpxeta tng Bepameiog)

- ovyvn (meplocdtepo amd 1 aAld Arydtepo amd 10 (oo ota 100 vad Oepaneia {ma)

- un ovvnOepévn (tepiocdtepo amd 1 ahdd Atydtepo amd 10 {da ota 1.000 vrd Oepancio {ma)
- omdvia (meplocdtepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Bepoaneio {da)

- moAb omdvia (Arydtepo amo 1 ota 10.000 vid Bepancio {da, copneprlopPavopévav Tmv
UELOVOUEVOV OVOPOPDV)
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4.7  Xphon Katd v KO161, TN Yorovyio ] TNV @oToKia

Boosg161] kot yoipou:

Mmopei va ypnoporomBei Katd T StipKeLo TS KONONG KOl TG YOAOLYIoC.
Adloya:

Na pn ypnoiponoteital o€ £YKveg 1 YoAoLyoOoEeG popPadec.
BA\éne emiong kepdrato. 4.3.

4.8 Alnlemopaosig pe GALO QUPUOKEVTIKA TPOTOVTA Ko GAAEg pOPPES alniemiopacg

Na un yopnyeitotl Tavtdypova, e YAVKOKOPTIKOGTEPOEDN, GAAL MEAD 1 ue avTImnKTIKoVC
TOPAYOVTEG.

4.9 Aocoloyio Kol TPOTOG YOPNYNONS

MéyiotogapBpog tov avorypdtmveivorl4yio20 ml, 50ml kot 100mlropoataxot 20ytotnmv250 mlnopo.
Boogwon:

Epdano& vrodopia 1 evéopréPia éveon ot 60om tov 0,5 mg pehoikaung/kg copatikov Bapovg (dnA.
2,5 ml/100 kg couatikod Bapovg) oe cuvévacud pe v KatdAAnAn aviilotikn Bepaneio 1 pe ™mv
amo TOL GTONATOG EVLOATIKY Depameia. .

Xoipot:

Epano& evéopvikn Eveon ot d6om twv 0,4 mg pelo&iaung/kg copotikod Bapovg (dni. 2,0
ml/100kg copotikod Bapovc), oe cuvdLAGUO pe TV KATdAANAN avtifrotikn Oepancio. Edav
amarteital, pmopel va yiver pa dedtepn yopynon pero&ucaunc, peté amd 24 dpeg.

Aloya:

Epdma evooeréPia éveon otn 6601 tmv 0,6mg/kg copotikod Bapovg (dnA. 3,0ml/100kg copatikon
Papovc).

IMa gpfion oV KOTATPALVGT TNS PAEYLOVIG KOl GTNV ovaKovPlon amd tov Tdvo, 1060 o€ 0&eleg 660
Kol 6€ YPOVIEC LDOOKEAETIKEC draTapoaryéc, To Rheumocam 15mg/ml ndéoipo evoidpnpa, pumopei va
ypnowonomOei yia ) cuvéyion g Oepaneiog otn d6on twv 0,6mg/kg copatikod Bapove, 24 dpeg
HETA T Yopfiynon g &veong.

No aropegbyete TNV EXUOAVVOT| KATA T XP1ON.

4.10 Ymepdocoroyia (COUTTOUATA, RETPO AVTIHETAOMLIGNS, AVTIOOTA), EAV EIVOL ATAPAITITA

Xe mepintwon vrepdocsoroyiag, Ba mpémet va yopnynOel cupntouatikn Oepoameio.

4.11 Xpovog(or) avapoviig

Boog1on: Kpéoag kot edddyuot wotoi : 15 nuépeg I'dha: S nuépeg

Xoipou: Kpéag kot edmdipot 1ototi : 5 nuépeg

Aloya: Kpéag kot edddot 16toi : 5 nuépeg
Agv gmitpénetal 1) xpror 6€ AAOYO TO OTTOI0 TUPAYOVY YAAL Y10, AVOPOTIVY] KATAVAAWDOT).

19



5. DOAPMAKOAOTI'IKEX JAIOTHTEX

DoppokobepamenTikn opudon: AVTIPAEYUOVMOT Kol OVTIPPEVHOTIKG TPOTOVTA, LT OTEPOEION

(0&ukdpec)
Kodkdc ATCvet : QMOLACO6

51 ®@appoxodvvopikEs 1010TNTES

H pero&ukdun, sivor éva Mn-Xtepogtdéc, Aviipieypovadeg Papuoko (MEAD), g opddog e
o&ucang, To omoio dpa avacTEALOVTAG TNV GUVOEST TNG TPOGTAYAAVOIVIG, ACKMVTAG KOT  aLTO TOV
TPOTO, OVTLPAEYLOVDON, OVTIEEIOPOUOTIKY], OVOAYTTIKT] KOl AVTUTUPETIKY OpdoT). Meldvel T dudnon
TOV AEVKOKLTTUP®Y GTO QAEYUAIVOVTA 10TO. X& WKPOTEPT] EKTOOT|, AVACTEALEL ETTioNg TNV 0t TO
KoAAayovo mpokaiovpevn cuvdbpoton Opopporvttdapov. H perolukdun &xet emiong avti-evooto&ucég
1010t TEC Y1aTi ExEl amoderyOei 6Tl ovacTéALEL TNV TTopay®yn TG Opoupoéivng B, n omoia wapnyon

uetd amd yoprynon evootolivng E. colice udooyove, yohaktomapaymyés ayedddec Kot xoipovg.
5.2 ®appoxkoxkivnTIKA oTOLYELD

Amoppoégnon

Metd oo epdma vroddpia yopynon 0,5 mg pero&ikdunc/kg exttvyydvetor HéyloTn GLUYKEVTPOGN
(Cmax) 2,1 pg/ml ko 2,7 pg/ml petd amd 7,7 dpeg ko 4 dpeg ot0. veapd Poogidn Kot oTIC
YOAOKTOTOPOY®YEC OYEAGDES OVTIGTOLYO.

2T0V¢ Xoipovg, puetd and evdouviky yopnynon tov 0,4 mg uelo&ikdunc/kg, emtuyydvetat uéylot
OVYKEVTPOON (Cmax) 1,9 pg/ml petd and 1 dpo.

Kotavoun

[Teprocotepo amd 98 % g perolikdung cuvoEeTar e TIG TPOTEIVEG TOL TAGGLATOC. Y WNAOTEPES
TIEG GUYKEVTPOOTG TNG HEAOEIKAUNG, TOPATPOVVTOL GTO NTTAP KO TOVG VEPPOVS. ZVYKPITIKA
YOUUNAOTEPEC GUYKEVTPDGELS OVLYVEDOVTOL GTOVG CKEAETIKOVG VG KOl GTO MTMOT 16T0.

MetafoMopodg

H pelo&ucdiun avevpioketon Kupiwg 6to mAGGHa. Xto foogldn], 1 LEAOEIKAUN, AmEKKPIVETOL KLUPIOG
UEC® TOL YAAUKTOG KOl TNG XOANG, EVM TO 0VPA TEPLEYOVV LOVO VN Amtd TO apyIKd TPOIOV. TOVG
¥01pOovGC, M YOAN KAl TO 0VPW, TEPIEXOLY HOVO TYvr amtd TO apykd Tpoiov. H pelo&ucaun petaforiletan
G€ 0AKOOAN, o€ TOPAymyo 0£E0C, Kal 6e PePIKoDS moAkovg petafolites. Olot ot kOplot petafolriteg
OmodElTNKOV PAPUOKOAOYIKDG avevepyol. O petafoAlouodg ota dhoya, dev £xel depevvnet.

Amopdkpovon

O ypdvoc nuicetag Long g pero&ikaung ivor 26 dpeg kot 17,5 dpeg, petd amd vrododpia £veon oto
veapa PoogdN Kot OTIG YOAOKTOTAPOYWYEG AYEAADES, AVTIOTOLYO.

2100¢ Yoipovg, petd amd eviopvikn yopnynon, n néomn nuimepiodog Lmng eivan mepinov 2,5 dpec.

Xt Ghoyo, HeTd amd evoopAEPila £veon), N HEAOEIKAUN amouaKpOVETOL e TEAKS ¥pdvo npicelag Cmng
8,5 dpec.

To 50 %, mepimov, Tng yopnyovUEVNS SOCTG AmOPAAETAL LLE TO OVPO KOL 1] EVATOUEVOVGT, TTOGOTNTO LE
T0, KOTTPOLVOL.

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Katahloyog ekddymv

- Ethanol
- Poloxamer 188
- Macrogol 400
- Glycine
- Sodium hydroxide
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- Hydrochloric acid

- Meglumine

- Waterforinjection

6.2 Kopieg aooppototnteg

Agv glval yvootr| Kopio.

6.3 Awdpkera Long

Avdgprera {Ong TOL KTNVINTPIKOV GOPUAKEVTIKOD TPOIOVTOG COLP®VA LIE TI GUCKELOTIN TOANGONG: 5
ém

Avgpxera {ong LeTd To TPOTO AvOLyUa TNG OTOXEIMO0VS GVoKELATTNG: 28 MUEPEC.

6.4 Idwitepeg TpoPuLAAEELS KOTA TN QVAUEN TOV TPOTOVTOG

Agv vmhipyovv €101KEG 0O YIEG SLATIPTONG Y10 AVTO TO KINVILTPIKOQUPUAKEVTIKO TPOTOV

6.5 ®Hon ko 6HVOEGT] TG GTOLYELDOOVS CVOKEVUGING

Kovrti amd yaptovi pe 1 dypmpo yodAvo @loiido, mov mepiéyxet to kabéva 20, 50, 100 1 250 mil.
Ka0e proidio, kheivetal pe oTOMO 0O KAOVTGOVK KOl EIVOL COPAYIGUEVO UE KAAVUUO, 0Td
alovpivio.

Mmnopei va, unv KuKAOPOpoUV OLEG 0L GUOKEVAGIES.

6.6 Ei1dwkég mpo@uraiers amoppryng evog ypnonomotn)0£vTog KTNVIOTPLKOY QUPOKEVTIKOD
TPOIOVTOG 1] GAAOV VAMKAOV TTOV TPOEPYOVTUL OO T1) Y P1]C1) TOL TPOIGVTOS, AV VTTEAPYOVY

Ka0e un ypnoomonév knviatpikd @oprokeVTIKO TPOIOV 1 U XPNOUoTom0EvTo VTOAEIUUATE TOV
TPENEL VO, ATOPPITTOVTOL COUPOVA LE TIG 1GYXVOVCES EBVIKEG OMALTOELS.

7. KATOXOXAAEIAZKYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

pAovdia.

8. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/07/078/011 20 ml

EU/2/07/078/012 50 ml

EU/2/07/078/013 100 ml

EU/2/07/078/014 250 ml

9. HMEPOMHNIA MPQTHE ET'KPIZXHX/ANANEQXHX THX AAEIAX

Hpepounvia 1 éykprong: 10/01/2008.
Huepounvia tekevtaiog avavémong: 18/12/2012.
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10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv dlatibevTol atov
diktvoko tono tov Evpomaikod Opyaviouod @apudkov (http://www.ema.europa.eu)

AIIATOPEYXZH INQAHXHE, AIAGEXHY KAI/H XPHXHX
Agv 1oyvet.
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 5 mg/ml evécipo Sidlvpa yio 6kHAOVE Ko YATES

2. IMOIOTIKH KAI IOXOTIKH XYNGEXH
‘Eva ml nepiéyet:

ApPOOTIKO GVGTATIKO:
Meho&waun 5 mg

"Exodoya:
Ethanol (96%) 159.8 mg
BA. mAp1 katdAoyo ekdoy®v 6T0 KEQAlao 6.1.
3. DPAPMAKOTEXNIKH MOP®H
Evéowo d1dAivpa.
Alyég Kitpvemo 1AL
4, KAINIKA XTOIXEIA
4.1 Eion {oov
2KOAOL KoL YOTEC.
4.2 Ogpamevtikég evoeiEeis mpoodropilovrag Ta €idn {O@V
2KOAOL:
Avakobeiomn e PAEYLOVAG KOLTOV TOVOL € 0EglecKal YPOVIEGULOCKEAETIKEG dtoTapayés. Meimon
TOVUETEYYELPTTIKOV TOVOLKAL TG PAEYUOVIG TOvakoAoVDEl TiG opBomedikéc enepufaceigkatenePaceig
GTOVG HOAOKOVE 16TOVG
drtec:
Meiwon TOVUETEYYEPNTIKOD TOVOLUETA OO MOONKLGTEPEKTOUN KALOEVTEPELOVGEG EMEUPATELS GTOVG
HOAOKOVCIGTOVG,
4.3  Avrevositeg
Na punv ypnotponoteital ce{®da oV TAGKOLY ATOYUSTPEVTEPIKES SLOTAPUYES, OTWcEPEDIGLOKOL
CLLOPPOYicL, LEWUEVT MTOTIKY, KAPSIOKNT VEQPIKAAEITOVPYIO KO ALULOPPAYIKEG OLOTAPOYES.
Na un ypnoiponoteital o€ mepintmon vaepeLOIcONGing 6T dPAUcTIKT 0VGin 1| 6€ KATO10 AmTd Ta.
£Kd0y0L.
Na unv ypnowonoteital oelma nAkiog pKpoTepNg TOVO EFSOUAdMVKAL GE YATEGAYOTEPO IO 2KIAAL.
BA\éne emiong kepdiowo 4.7.

4.4 Ew0Kég TPOELOOTOUM|GELS

Koapia.
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4.5 Iowitepes mPoPUAAEELS KATA TN Y P1ioN

[dwaitepeg Tpo@LAGEELS KaTd T YpNon o Lha

AToQUYETE TNYPNONTOV GE APLOATOUEVO, OALYOOYKOLLUKE, MUTTOTAGIKA (Do, KOBOCUTApyEL
evdeyopevockivovvog to&ikwong.

Koatd ™ didprela meavoaiodnoiag, n mapakoiovdnon kot Oepaneio pe vypdbo mpémet va
BempovvtaiocLVHONG TPOKTIKY.

Yuvéyion ttng Oepoameiogue pelo&ucaun 1 GALOMZIAD, amd TOV GTOUOTOC,0EV TPETEL VO,
yopnyeitorceydteg, yloTItéTolov €idovg emakolovbecepanceiecdev Exovveyovy a&loloynbei.

Idwitepeg mpouAGEeic mov mpémel voL AouBdvovTal ot To (TOUO TOL YOPNYEL TO POPUUKEVTIKO

TPoidv o€ {oa

Toyaio ovToéveon e TO TPOIOY TOL ATOLOL TOL YOPNYEL TO GKEVAGLA TOOVOV VU TPOKAAECEL TTOVO.
Atopa pe dlomioTopévn vepevalotncio oe Mn Xtepogidn Avtipieypovoon Odpuaka (MEIAD),
TPEMEL VAL ATOPEVYOLV TNV EMAPT] LLE TO KTNVIATPIKO QOPLUOKEVTIKO TPOTOV.

e mepinton Tuyaiog avtoéveon Ue T PEAOVO TNG GVPLYYOS TTOV TEPLEYEL TO PAPLLOKO, VO
avalntioete apécmg wTpikn fonbeta kot va emdeiEete oTov 10Tpd TO POAAO 0dNYL®Y YPHoNS 1| TNV
ETIKETA TOV PAPLLAKOV.

4.6  AvemOOunteg evépysieg (cuyvotnTa Kot cofapotnTa)

Tomikéc avemBounteg evépyelectov MEADOT®G 1 ammdALNTNG OpeENG, O EUETOC, 1| SLappola, Tyvn
aipartog oto, kKOmpava, ANdapyokal veppikn avemdpkelogyovy avapepbeinepiotaciokd. Xe ToAD
OTAVIEC TEPITTOOEIGEYOVVOLENUEV NTToTIkG EVELUaEXOLY avapepDei.

21006 6€ TOAD OTAVIEC TEPUTTMOOELS, OLLOPPOYIKNOLAPPOLY, OLULOTEUEST], KO
yYooTpevteptkneEEAKmaNEyeL avapepOel.

aTEC o1 avemBounteg evépyelecovpfaivovy péca onvapmtn efdopdada tng Bepaneiockatetvor otig
TEPIOCOTEPEG MEPIMTMOCEICTAPOIIKESG KOUTAPEPYOVTAL LETA TN dtakomn NG Oepameiog, oAAdGE TOAD
OTAVIEC TEPIMTOCEIGUTOPEL Vo Eivar coPapécn Bavatneopeg.

Xe TOMD OTAVIEG TEPUTTMCEICOVOUPVAAKTIKECOVTIOPACEIS UTOPEL VoL epeavicTovVKaL Oo Tpémet
VOOVTIHETOTILOVTOL GUUTTOUOTIKA.

Edv diamotwBovv avemBounteg evépyeteg, Oa mpémel va dtokonteton 1 Oepaneia ko va {nteitor n
GLUPOLAN KTNVIATPOV.

H ocvyvomta epodviong tov avembountmv evepyeimv kabopiletor wg akorovOng:

- ToAD cuyvn (meprocdtepo omd 1 ota 10 {da Tapovctdlovy avemBOunTeg EVEPYEIEG KATA TN
duapketa tng Oepameiog)

- ovyvn (mepiocdtepo amd 1 aAld Aryotepo amd 10 {da ota 100 vid Oepaneia {da)

- un ovvnBwopévn (tepiocdtepo amd 1 ahdd Atydtepo amd 10 {da ota 1.000 vrd Bepancia Lma)
- omavia (mep1ocotepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Bepomeio {Ha)

- oAb omdvio (Aydtepo amo 1 ota 10.000 vid Bepoameio (da, coUTEPIAAUPOVOLEVOV TV
LELOVOUEVOV OVAPOPDV)

4.7  Xpion Katd TNV KON61), TN YoAov)ia 1] TNV MOTOKId,
Hoopdlewo Tov KTNvVaTptkovaploKevTikod Tpoidoviogdey Exel amodetybeikatd t didpkela

TNGEYKLLOGHVNG Kot TOL OnAacov.
Na unv ypnowonoteital ceéykva 1 yorovyovvialoa.
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4.8  AMMAemdpacslg ne GALO QUPUOKEVTIKA TPOTOVTA KoL GAAEG POPPES aAMAETIOpaONG

Ao MEAD, d1oupNTIKA, OVTITINKTIKA, OUIVOYAVKOGIOES, OvTIPLOTIKA KOl OVGIES LE VYNANOEGLELON
TPOTEIVOV Pmopel vaovtaywvilovtal 6tn décpevonkal vo 00nyolv £toice ToEkEC avidpdoets. To
Rheumocamdev ntpénet va yopnyeitoause cuvovacsud pedirlo MEAD® 1| yhvkokoptikootepoedr. H
TOVTOYPOV XOPNYNON TOUVOCVEPPOTOEIKMV PUPLAK®V TPEMEL VaamopehyeTat.Xe {dha
vrdavaisOncio(r.y. vrepniiko {ma),vmodopia 1| EVOOPAEPLOXOPNYNOT VYPOVKATA T S1OPKELL
meavarstneioca npénel vainedovv vrdyn. Otavavaicncio kot MEADyopnyodviat TawtdYpOVA, O
KivouvogyloTn veppikn Asrtovpyiadev Umopel va omoKAEIoTEL.

IIponyovpuévn Bepanciope ovTipAeyovddelg ovoiegumopel va 0dnyNoel oeemmAiovi avEnuéveg
avemBouNTeg EVEPYELECKOL KUTO GUVETELD, amalTeiTaImEPiodog ympic Oepameiaje TETolOKTNVIATPIKA
QOPUOKEVTIKG TPOTOVTA YLOTOVAGYIGTOV 24 dpecmpy amd v Evopéntng Oepanciag. Oa mpémel va
AOUPBAVETAVTOYN O POPLAKOAOYIKES IOLOTNTECTOVIPOIOVIMY TOV YPTCLULOTOIONKOV TPONYOUUEVMG.

4.9 Aocoloyio Kol TPOTOS YOPNYNONS

MéyiotogapOpog Tmv tpumnudtoveivard2yio OAEG TIC CUGKEVAGIEC.

2KOAOL

MvuookeAeTikég S10TOPOYES:

E@dna& vroddpia éveon omndoon tov 0,2mg perolikdung/ kg copoticod Bapovg(dnA.0,4 ml/10kg
oOUATIKOD Bapovg).

To Rheumocam1,5 mg / mlrdoio evaidpnue yio okdrlovcr 1o Rheumocam1 mgkon2,5 mguoacopueva
dtokia ylo okvAovcumopet va, ypnolporombeiyio ) cvvéyion mebepaneiag ot ddontmv 0,1 mg
pero&ikaunc/ kg copotikov fapovg, 24 dpeg LETA TN XOPYNON TG EVECTG.

Meiwomn TovueTeyyEPNTIKOD TOVOL(Y10, TEPI0S0 AVAOTOV 24 ®POV):

Epdanag evdopléPian vrodoplaéveon atn dd6ontmv 0,2 mg peho&ikaung/ kg copatikon
Bapovg(dnA.0,4 ml/10kg copoatikod Bapovs) mpv T xEPOVPYIKY ETEUPAOT, YIOTAPASELY O KOTA TN
OTIYUNTNCEICOY®YNS TG avasOnciog

Tdrec:

Meimon TovpeTEYYEPNTIKOD TOVOL:

E@dna& vroddpia éveon omdoon tov 0,3mg perolikdpncg/kgoouatikov Bapovg (m.y.0,06 ml/ kg
oOUATIKOD BAPOVG) TPV TN YELPOVPYIKT EXEUPOOT], YIUTAPASELYLLO KOTH T1 OTUYUTNCEICAY®YNG TNG
avaictnociog.

[dwitepnmpocoyn mpénet va Anedeidcov apopd Tmvakpip yopnynon g doong.

Noa amopedyete TV EXUOAVVGN KATA TN YPNON).

4.10 Ymepdoocolroyia (COUTTOUATA, RETPO AVTIHETAOMLGNGS, AVTIOOTA), EAV EIVOL ATAPAITITA
Y& mepintwon vrepdocoroyiog, Oa mpémet va yopnynei cvuntopatikn Oepaneio.

4.11 Xpovog(or) avapoviig

Agv 1oy0et.

5. OAPMAKOAOI'IKEX IAIOTHTEX

Doppokobepamentikn opddon: AVTIPAEYLOVOON Kot AVIIPPELUOTIKG TPOTOVTA, U1 GTEPOELON
(0Gukdpeg)
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Kkwdwdg ATCvet : QMOLACO6
51 ®@appoxodvvopikEs 1010TNTES

H pedo&ucdipn, eivan éva Mn-Ztepoetdés, Avtipieypovndeg Oapuaxo (MEAD), e opddag g
o&1KAUNG, TO 0moio dpa OVOCTEAAOVTAG TV cUVOEST TNG TPOSTUYANVIIVIG, ACKMVTOG KUT  OLTO TOV
TPOTO, OVTIPAEYLOVDON, OVTIEEIOPOUOTIKY], OVOAYTTIKT] KOl AVTUTUPETIKY OpdoT). Meldvel T d1qdnon
TOV AEVKOKLTTAPWV GTO PAEYUOIVOVTA 16TO. Xe LUKPATEPT EKTAGT], OVOCTEAAEL EMIONC TNV OO TO
KoAAayGvo mpokaiovpevn cuvafpoton Opopforxvttdpwv. In vitrokat in vivoueréteg £de1&avott n
pero&ucdpmavactéddel Tnv kuokho&uyevaon-2 (COX-2) og peyaidtepo Pabuoand v kukio&uyevaon-
1 (COX-1).

52 ®dDappoxokiviTiKG oTovyEia

Amoppognon

Metd and vroddpia yopynon, n neholikdun sivar TANpocfrodiabécin Kot exituyydveral
HIOGVYKEVTPAOGELG 6TO TAdouatov aipotog 0,73 pg / mlogoxbrovg kon 1,1 pg/ mlotig ydteg,mepinov
2,5 opeckar 1,50peg petd v Yopnynonavtictoryo.

Kotavoun

Yrapyel oy popikny ox€on HeTa&d TNGYOoPTYOVLEVIG 000G Kol TGOVYKEVTPMGONG GTO TAGGLOCTO
oaopa G BepaneuTikgddons 6Tovg okvAoVG.Ilepiocdtepo amd 1097% tng peroikapungdeoeveTan
amod TIg TpwTEIivectov mAdopatog. O oyKkog katavoungeivar 0,31/ kgotovg orviovg kot 0,091 / kgotig
yaTeC.

MetafoMoudc

2100¢ 6KOAOVG, 1 LEAOEIKAUT OVEVPICKETOL KUPIMG CTOTAAGLO KOEIVOIETIONG GMIOVTIKY,
OTEKKPIVETOL EVD TOL OVPO TEPLEXOVVILOVO Tyvnamd To apyikd Tpoiov. H pelolucdun petafolriletarce
Lo 0AKOOAN, G€ TOpay®mYo 0EE0CKUICE LLEPIKOVE TOALKOVG peTaforitec. OAot ot kuplotuetooAitec,
OTOJETYTNKOVPOAPLOKOAOYIKMDG AVEVEPYOL.

2116 YaTeg, 1 LEAOEIKALN avEVPIGKETOL KUPIWG GTOTAACLO KOEIVALETIONG GNUOVTIKY, ATEKKPIVETOL
EVO T 0VPO. TEPLEYOVVUOVO TyvNamd To apykd mpoidv. [Tévtexvpiot
petaforitecaviyvenOnkavoraéyovvanodetyel 6Tt eivarpapuakoroykdadpavng. H perolucdun
petafoAriletance po oAKOOAT, 6€ TOPAY®YO 0EE0CKALIGE UEPIKOVE TOAIKOVE peTafolrites. Ommg Kot
v ToL GAAe €idM, nKOpla 006¢ pPtopeTatpomng ¢ peroikaungotydrocivar n o&eidwon.

Amopdkpovon
210VG oKOAOVG, 1 Leho&ukdun amopakpivetal pexpodvo nuicelag (ong24 wopec.Ilepimov 1o 75% g
YOPNYOVUEVNG HOCTGOTOUOKPVVETAL LIE TO, KOTPOVOKOL TO VITOAOLTO UETO, OVPAL.

2116 ydrteg, pero&ikaung amopakpivetopeypdvo nuicelog (ong24 wpec.H aviyvevontov petafoitodv
NG ATOTVUNTPIKN EVEOCNGTO OVPOKAL GTO KOTPOVO, AL OX1GTO TAAGL TOV aiplaToceival
evOEIKTIKN YL TNV ToyelaamoBointoug. 21%tov avaktnuévovddong amofarietaicoto ovpa(2%wmg
avorroiomperoucapn, 19%mg petaforiteg)kar 79% ota kompava (49%wc avarioiompeio&uciun,
30%m¢ petapolriteg).

6. DAPMAKEYTIKA XTOIXEIA
6.1 Katahloyog exddymv

- Ethanol (96%)
- Poloxamer 188
- Macrogol 400
- Glycine
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- Disodium edetate

- Sodium hydroxide

- Hydrochloric acid

- Meglumine

- Water for injection

6.2 Kopieg aooppatotnTeg

Agv glval yvootn Kapio.

6.3 Awdpkera Confg

Avdgprela {Ong TOL KTNVIOTPIKOV QAPUAKEVTIKOD TPOIOVTOG COLP®VA LIE TI GUCKELOCIN TOANONG: 5
£

Avdpxera {ong LeTd To TPOTO AVOLyUa TG GTOXEIDOOVE GVGKELOGTNG: 28 MUEPEC.
6.4 Iowitepeg mpouvrdcers kKaTa T POLAEN TOV TPOIOVTOG

dvidcoete T0 PLOAiId06TO EEDTEPIKO KOVTI.

6.5 ®@Yon ko 6HVOEST] TG OTOLYELDOOVG CVOKEVUGING

Kovrti amd yaptovi pe 1 dypmpo yodAivo gloiidio, mov mepiéyet o kabéva 10 ml, 20 ml 7 100
mlkhkeicpévo pemdpa and kaovtoovkBpmpopovtvdiovkat cepayiletat pe Evandpoamd ahovuivio.

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEC.

6.6 E0wkéc mpo@uiaters amdppryng evog yp1nopomon)0£vTog KTNVIATPIKOY QUPLOKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTUL 0.TO T1) Y P1IGT TOL TPOIOVTOS, AV VAP OVY

Kdabe pun ypnoyomon8év ktnviatpikd eoprokevTikd Tpoidv i un xpnoipomombévio vroAeippaTd Tov
TPENEL VO, ATOPPITTOVTOL COUPOVO UE TIG IGYVOVOESG EOVIKEG QAT CELS,

7. KATOXOXAAEIAXZKYKAO®OPIAYX

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

pAovdia.

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/2/07/078/015 10 ml

EU/2/07/078/016 20 ml

EU/2/07/078/017 100 ml

9. HMEPOMHNIA INPQTHX EI'KPIZHX/ANANEQXHY. THX AAEIAX

Hpepounvia 1M éykprong: 10/01/2008.
Huepounvia tekevtaiog avavémong: 18/12/2012.
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10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv dlatibevTol atov
diktvoko tono tov Evpomaikod Opyaviouod @apudkov (http://www.ema.europa.eu)

AIIATOPEYXZH INQAHXHE, AIAGEXHY KAI/H XPHXHX
Agv 1oyvet.
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 5 mg/ml evécipo diddvpa yio foogldn kot yoipovg

2. IMOIOTIKH KAI IOXOTIKH XYNGEXH
‘Eva ml nepiéyet:

ApPOOTIKO GVGTATIKO:
Meho&uchin 5mg

"Exodoya:
Ethanol (96%):  159.8 mg
BA. mAp1 katdAoyo ekdoy®mv 6To KEQAiawo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéowo d1dAvpa.
Awyég Kitpvemo 1AL,

4. KAINIKA XTOIXEIA

4.1 Eion {oov

Booegdn (pdoyot kot veapd foogldn) Kot yoipot

4.2 Ogpamevtikég gvocitelg mpoooropilovrag ta £ion Lowv
Boosgwon :

Xpnoponoteital o€ 0&gleg AVOTVELGTIKES AOIUADEELS, GE GLVOVAGUO e TNV KOATAAANAT avTIloTikY|
Oepameia, yio T peimon TV KMVIKOV COUTTOUATOV GE BOOELON.

Xprnoiponoteitol o€ S1GPPOLEG, GE GLVOVAGHO LE ATO TOV GTOHOTOG EVVOOTIKY Oepameia, yia T
LEI®ON TOV KAVIKOV CUUTTOUAT®OV 68 LOoYoVG NALKiog peyaivtepng g 1 efdopddag kat o
pooyideg .

Xoipot :

Xpnoponoteitol 6€ Un HOAVGHOTIKEG TOONOELG TOV KIVITIKOD GLUGTHUOTOG, Y10 TN HElmon TV
CUUTTOUATOV TNG YOAOTNTOG KOl TNG PAEYUOVNAG.

T v Katampduver Tov HETEYYXEPNTIKOD TOVOL OV GYETILETAL LLE DEVTEPEVOVES YELPOVPYIKES
EMEUPACELG TOV HOAOKDV 1GTOL, OTMS O EVVOVYLIGLOG.

4.3  Avrevdsieg

Na pn ypnoiponoteital o€ (O Pe HELWUEVT NTOTIKT, KOPIIOKN 1) VEQPIKN AEITOLPYiO KOt
OLUOPPOYIKES SLOTAPAYES, ) OTIOL VITAPYOLY EVOEIEELS Y10 YUOTPEVTEPIKA EAKM).

Na un ypnoiponoteital o€ mepintmon vaepeLOICONGiag 6T dPAUcTIKT 0VGin 1| 6 KATO10 Ao Ta,
£Kdoy0L.

IMa ) Begpaneia g d1dppotag ota fooeldn], To TPOIOV dev TPEMEL VoL ypnoiponoteitol og {da nAuciog
puikpoTEPNG TG UG Efdonadoc.

Na pn ypnoipomoteital oe yoipovg 1 Akiag LIKPOTEPS TV 2 NUEPDV.

29



4.4  E101KéC TPOELOOTON|GELS

H Bepamneia tov xop1diov pe Rheumocam mp amnd 1ov euveuyiopd, HEOVEL TOV PETEYXEPTTIKO
ovo.

T v enitevén avakovEIoNg amd ToL TOHVO KATA TN YETPOLPYIKN EMEUPaCT, amatTeiton 1
TAVTOYPOLN

YOPMYNON EVOG KOTAAANAOV 0va1GONTIKOV/MPEUGTUCOD.

T vo emiteveyBel to kKaAbTEPO duvaTd avoinTikd amotéleoua, To Rheumocam Oa mpémet va
yxopnyeitan 30 Aemtd TPV OO TN XEWPOVPYIKN EMEUPOOT).

4.5 Iowitepeg TPOPUAAEELS KATA TN Y P1oN)

[dwaitepeg Tpo@LAGEELS KaTd T Ypnon o Lha

Edv drumiotmBodv avemBounteg evépyetes, Ba mpémnel va, dtakdnteTon 1) Begpamneio ko vo (nteito n
GUUPBOVLAN KTNVIATPOV.

Na amopedyetar 1| xpfion o€ coPapd aPLIATOUEVO, VTOYKALUIKE, 1] VTOTACKE (Mo 6T omoia
OTTOLTEITOL TTOPEVTEPLKT] OMTOKATAGTACT] TWV VYP®V, O10TL LILAPYEL EVOEXOUEVOS KivOuvog ToEikmanG.

Idwaitepeg Tpo@LAGEELS TOL TpEmel vo AoufavovTal amd To (TOUO TOL YOPNYEL TO QUPUOKEVTIKO

mPoidv og (da

Toyoio awToéveoT [E TO TPOIOV TOL ATOUOV OV YOPNYEL TO OKEVAGLO THOVOV VO TPOKAAEGEL TOVO.
Atopa pe dlomioTopévn vepevalotncio oe Mn Xtepogidn Avtipieypovoon Odpuaka (MEAD),
TPEMEL VAL ATOPEVYOLV TNV EMAPT LE TO KTIVIATPIKO QOPHOKEVTIKO TPOTOV.

Y& mepinton Tuyoicg avToéveon e T PeAOvVa TG GUPLYYOS TOV TEPIEYEL TO PAPLAKO, VO
avalntoete apécmg Tpikn fondela Kot va emdei&eTe GToV 10TPO TO PUALO 0ONYIOV XPYoNG 1 TV
ETIKETA TOV QAPLLAKOV.

4.6 AvemOounteg evépyeleg (ovyvoTnTa Kol cofapdtnTa)

210, Bo0g1dN KOl TOVE YO1POVE, 1 VTTOSOPLA, 1) EVOOUVIKY], OTIMG KoLl 1] EVOOPAEPLa Yop1ynom givarl kaAd
OVEKTEG. X& KAWVIKEG UEAETES IOV £ytvay Gg BO0E1dN, TapatnpnOnie eLapp TaPodKo oidNUe 6TO
onuEio TG EvEoNG, LETA OO VTTOSOPLO. YOPTYNOT), GE TOGOCTO LKPOTEPO TOL 10%.

& TOM) OTIAVIEG TTEPIMTMGELC, UTOPEL VOl ETGVUPOVV aVaPLANKTIKES avTIOPAcELS Kal Oa Tpémel va,
AVTIHETOTILOVTOL CUUTTOUOTIKAL.

H ocvyvémra epepdviong tov avembountov evepyeidv kabopiletor mg akorovbwc:

- oA cuyvn (eprocdTepo omd 1 ota 10 {da Tapovctdlovy avemBOUNTEG EVEPYEIEG KOTA TN
dudpxeta tng Bepameiog)

- ovyvn (teplocdtepo amd 1 aAld Aydtepo and 10 {da ota 100 vrd Bepaneia {da)

- un ovvnOepévn (tepiocdtepo amd 1 alAdd Atydtepo amd 10 {da ota 1.000 vrd Oepancio {ma)

- omavia (meplocdtepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Oepomeio {(Ha)

- moAb omdvia (Arydtepo amo 1 ota 10.000 vid Bepancio {da, copneprlopuPavopévav Tmv
LELOVOLEVAOV OVAPOPDV)

4.7  Xpion Katd TNV KONo61), TN YoAov)ia 1] TNV ®OTOKid
Boosgon:

Mmnopet va ypnotiponomBel katd tn didpkeo TG KOMoNG.
Xoipou:

Mmnopet va ypnoiporom el katd tn didpKeia Tng KOMONG Kot TG Yohovyiog.
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4.8  AMAemdpacsig ne A0 QUPUOKEVTIKA TPOTOVTA Ko GAAEG popPEis alnAiemiopaocng

Na pn yopnyeitol Tavtd)pova [LE YAVKOKOPTIKOGTEPOELDT|, AAAN [T GTEPOEION CVTIPAEYLOVMOT
QAPLOKO 1] LE OVTITNKTIKOVG TOPEYOVTES.

4.9 Aocoloyio Kol TPOTOG YOPNYNONG
Boogwon:

Epdma vmodopio 1 evéoréfia éveon ot d6on tov 0,5 mg pero&ikaung/kg copaticod Bapovg (nA.
10 ml/100 kg copatikod Bapovg) oe cuVOLAGHO pE TV KATAAANAN avTiBlotikn Oepancio 1| pe v oo
TOV OTONOTOC EVVOOTIKY Oepameia. .

Xoipou:

Mvoockeletikéc Sotapayéc

E@dnoa evdopwikn £veon otn 66om tov 0,4 mg ueho&ikdunc/kg copatikov Bapovg (dni. 2,0 ml/25kg
copoTkov Bapovg). Eav aratteitar, pmopel va yivel po de0tepn yopnynon HeAoEIKAUNG, LeTd and 24
dpes.

Meiwon Tov peteyyelpNTIKOD TOVOL:
Epdnoag evdopwikr éveon ot 86om tov 0,4 mg peho&ucapunc/kg copaticov Bapovg (ni. 0,4 ml/5kg
COUATIKOV BAPOVC), TPV Omd TN YEPOVPYIKTN ETEUPOON.

[d1aitepn Tpocoyn| Ba Tpémel va divetan GYETIKG e ToL aKPLPT| TPOGHIOPIGUO TG dOGNG, LE TN YPTIoN
pog KatdAAnAa Stofabicpévig cuptyyos Kot TL TPOGEKTIKY EKTIUNGN TOL COUATIKOV BApovC.

No aropegbyete TNV eXUOAVVOT| KATA T XP1ON.

4.10 Ymepdocoloyia (COUTTOUATA, RETPO, AVTIHETAOMLIGNG, OVTIOOTA), EAV EiVOL aTOpAiT)TO
X mepintwon vrepdocoroyiag, Ba mpémet va yopnynel cvuntopatiky Bepaneia.

4.11 Xpovog(or) avapovig

Boogon: Kpéag kot edddot 1otoi : 15 nuépeg

Xoipou: Kpéag kat edmdipot 1610t : 5 nuépeg

5. DOAPMAKOAOTI'TIKEX IAIOTHTEX

DoppokobepamenTikn opdoo: AVTIPAEYLOVMOTN Kol OVTIPPEVHOTIKG TPOTOVTA, 1) OTEPOEION
(oCukdipec)

kodikog ATCvet : QMO1ACO6

51 ®@oppokodvvoptkes 1010TNTEG

H pero&ucdpn, eivor éva Mn Xtepoetdéc Aviipreypovardeg Pappoko (MEAD), g opddos g
o&ucang, To omoio dpa avactéAlovtag T cOHVOEST NG TPOGTAYAAVOIVIG, ACKMVTOS KAT AVTOV TOV
TPOTO, OVTIPAEYLOVDON, aVTIEEIOPOUATIKY, OVOAYTTIKT KOl avTITLPETIKY OpdoT. H peho&ikaun éxet
eMioNG OVTL-EVOOTOEIKES 1O10TNTES YlaTi ExEl amoderyBel OTL AVOSTEALEL TNV TOPAY®YN TNG

Opoppo&avng B n omoio wapyOn petd amd yoprynon evéotoivng E. colice ndoyoug,
YOAQKTOTOPAYWOYEG AYEAAOES Kot YOipovE.
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5.2  ®uppoKoKivnTIKG cToL)Eia

Amoppoégnon
Metd oo epdma vroddpia yopiynon 0,5 mg pero&ikdunc/kg exttvyydvetol HEY1oTn GLYKEVTPOGN
(Cmax) 2,1 pg/ml petd and 7,7 dpeg o0 veapd fooetdn.

10vg Yoipovg, petd and evoopvikn yopnynon 0,4 mg pelo&ikdung/kg, emtvyydveton puéylot
OUYKEVTPOGN (Cmax) 1,1-1,5 ug/ml petd omo6 1 dpa.

Kotavoun

ITeprocotepo amd 98 % g perolukdung cvvdéetar Le Tig TPOTEIVEG TOL TAAGHATOC. Y YNAOTEPES
TIEG GVYKEVTPOOTG TNG HEAOEIKAUNG, TOPATPOVVTOL GTO NTTOP KoL TOVG VEPPOVS. ZVYKPITIKA
YOUNAOTEPEG CUYKEVTPMOELG AVIYVEVOVTOL GTOVG GKEAETIKOVG LDEG KOl GTO MAMON 10T0.

MetafoMopodg

H pero&ucdpn avevpioketar kuping 610 TAAGHO. ZT0 fo0g1dN, N HEAOEIKAUN, amekKpivETOL KUPIWS
HECM TOVL YAAUKTOG KOl TNG YOANG, EVM TO 0VPA TEPLEYOVV LOVO Tyvn Amd TO apyIKO TPOIOV. TOVG
yoipovg, n YoA1| Kot To ovpa, TEPEYOLY LOVO Tyvn amd 1o apykd mpoiov. H pehosikdpn petaforileton
0€ 0AKOOAN, G€ TaPAy®YO 0EE0G, Kol G€ HEPLKOVE ToAMKoVG petafolitec. OAot o1 kOplot petaforiteg
OTOJEYTNKAV (POPLOKOAOYIKMDG CLVEVEPYOL.

Amopdkpovon

O ypovog nuicetog {ong e pero&ucaung eivorl 26 mpeg PeT omd vTodopLla EVEST) oTa VEAPH BOOELdN.
2TOVG Y0ipovg, Hetd amd gvdouvikni yoprynon, n péon nuumepiodoc {ong eivor mepimov 2,5 mpec.

To 50 %, mepimov, g yopnyovevN 600G amofdrdeTar e Ta 0Vpa Kot 1) VTOAOITN TOGOTNTO LIE TA
KOmpava.

6. OAPMAKEYTIKA XTOIXEIA
6.1 Katahoyog ekdoymv

- Ethanol (96%)

- Poloxamer 188

- Macrogol 400

- Glycine

- Disodium edetate

- Sodium hydroxide

- Hydrochloric acid, concentrated
- Meglumine

- Water for injections

6.2 Kopieg aoopPatotnTeg

Agv glval yvootr| Kopio.

6.3 Awdpkera Cong

Augpreta {ong TOL KTNVIOTPIKOV QAPUAKEVTIKOD TPOIOVTOG COLM®VA LIE TI GUGKELOTIN TOANONG: 5
SATlngsw {ong UeTd To TPOTO GVOLyUa TNG GTOXEIMOOVS Guokevaciog: 28 nuépec.

6.4 Idwitepeg mpouraters kota T OLAEN TOV TPOIGVTOG

Agv vTapyovv €1801KEG 0dMYieg S10THPNONG Y10 AVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.
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6.5 ®Oon kot 6HVOEGT] TNG GTOLYELDOOVS GVOKEVUGING

Kovti amd yaptovi pe 1 dypopo yodAvo grariolo, mov nepiéyet to kabéva 20, 50 4 100 ml.
Kdabe prokidio, kheivetar pe oTOUO 0d KOOVTGOVK KOl EIVOL COPAYIGUEVO UE KAAVUUO, OTd
oAovuivio.

Mmopei va, unv KoKAoQopoHV OAEC 01 GLCKEVUGIEC.

6.6 Ewwkéc mpo@uracerc amoppiyng £vog pnoIRomTo0£vIog KTNVINTPIKOD QUPIEKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTUL 00 T1) (PN 61 TOV TPOIGVTOS, AV VAP oLV

Kda0e pun ypnoyomonfév knviatpikd eoprokeLTIKO TPOidV 1 Un xpNoipomomBévto vTOAEIIATA TOV
TPENEL VO, ATOPPITTOVIOL COUPOVO UE TIG 1GYXVOVCEG EOVIKEG QAT OELS.

7. KATOXOXAAEIAZKYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

IpAavodio.

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/07/078/018 20 ml

EU/2/07/078/019 50 ml

EU/2/07/078/020 100 ml

9. HMEPOMHNIA IMPQTHX ET'KPIZTHY/ANANEQYXHY THX AAEIAX
Huepopnvia 1 éykpiong: 10/01/2008.

Huepopunvia tedevtaiog ovavéwong: 18/12/2012.

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentouepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QUPUOKEVTIKO Tpoidv dlatibevtol otov
diktvoko tomo tov Evponaikod Opyaviopod @apudkov (http://www.ema.europa.eu).

AIIATOPEYXH INQAHXHXE, ATAGEXHX KAI/H XPHXHX

Agv 1oyvet.

33



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam330 mg, kdxkovg yio dAoya.

2. MHOIOTIKH KAI MOXOTIKH XYNGEXH
Kabepokerdkimepiéyet:

ApPOOTIKO GVGTATIKO:
Meho&wapun 330 mg.

BA. m\npn katdhoyo exddywv oto kepaioto 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Koxkoloepakehdxt.

Avoytd KiTptvoKOKKOLG,.

4. KAINIKA XTOIXEIA

41 Eiom {oov

Aloya.

4.2 Ogpamevtikég gvociterg mpoooropilovrag ta £idn Lowv

Kotampdovon g pAeypovig kol avakoueloT Tov mOvov, T060 o€ 0&eieg, G0 Kol G YPOVIES
poookeleTikég dtatapayég o€ dAoya mov Luyitovv peta&v500ko600 kg.

4.3  Avrevodsiteag

Na pn ypnCIHOTOLEITAL GE £YKVEG 1) € KOTAGTAGT YOAOLYING POPPAdES.

Na pun xpnoiponoteital 6 GA0Y0 TOL TAGYOLY A0 YOOTPEVIEPIKES SLOTAPAYES, OTMS PAEYLLOVT KoL
apoppoyict, LELMUEVT NTOTIKY], KAPSIOKT 1] VEQPLKT AELITOVPYIN Kot ALLopparyikéG StoTopoyés.

Na pn ypnotponoteital og mepintmon vrepevolcdnciog otn SpacTIKY] ovsia 1| 6 KATOl0 Ao ToL
£Kdoy0L.

Na pn ypnotponoteital 6e dAoya nAtkiog kpoTepns TV 6 pnvov.

4.4  E0wkég TPOELOOTOMGELS Y10 KGO gid0g Ldov

Koapia.

45 Idwitepeg mpopuiaiers Katd Tn yp1on

[dwaitepeg Tpo@LAGEELS KaTd T Ypnion o Lha

Noa aropegbyeTal 1 (p1oN 6€ OAN TA OPVINTMOUEVE, VITOYKOLUIKA, 1] VTOTACIKA (M, S1O0TL VITAPYEL
EVOEYOUEVOC KIVOLVOG TOEIKMONG TOV VEQPPOV.

TavaeioyiotonomBet o kivovvogtnguicarrodosiog, tompoidvia mpémet va
OVOULYVOETAICELOVGALTPOON.

Av106 Tompoidveivalpdvoyloyprionoedioya copatikod Papovguetad 500 kot 600kg.

34



Idwitepeg mpouAGEeic mov mpémel vo AouBdvovTal ot To (TOUO TOL YOPNYEL TO POPUUKEVTIKO

mPoidv og (Ma

Atopa pe demiotouévn vaepevoictnoio ota Mn Ztepoedn] Aviipieypovadn @apuaxo (MEAD),
TPEMEL VAL ATOPEVYOLV TNV EMAPT LE TO KTIVIATPIKO QOPLOKEVTIKO TPOTOV.

e mepinton Tuyaiog Katdmoong, vo avalntioete apéong aTptkn fondeia kot va emdeitete otov
10TPO TO GUALO OONYIDV YPTIONG N TNV ETIKETA TOV PAPUAKOV.

4.6  AvemOounteg evépyeleg (ovyvoTnTa Kol cofapotnTa)

e KAMVIKEG OOKIUES, TOPATPNONKOY LELOVOUEVO TEPIGTATIKA TUTKMV OVETIBOUNTOV EVEPYEIDV TOV
MXEA® (ehappd kvidwon, dtappota). To CUUTTAOUATO AVTA, NTAV OVOCTPEYILLO.

e 10witepa OTAVIEG TEPITTMOCELG £x0oVV avapephel anmAeia 0peéng, ABapyog, Kothakd dlyog Kot
KOAITIOO. Z€ 1010iTEPO OTLAVIEC TEPITTAOCELS EYOVV AVOPEPDEL OVUPLAAKTIKEG AVTIOPAGELG O OTTOTES
umopei va givar coPfopéc(0avatoc) kot O mpénet vo, avTipeTomilovTal e GUUTTOUATIKN OYOYT|.

H ocvyvomta epodviong tov avembountov evepyeimv kabopiletar wg akorovOwc:

- oA cuyvn (eprocdTepo omd 1 ota 10 {da Tapovctalovy avemBOUNTEG EVEPYEIEG KOTA TN
dudpxeta tng Bepameiog)

- ovyvn (meplocdtepo amd 1 aAld Aydtepo amd 10 {da ota 100 vrd Bepaneia {da)

- un ovvnOepévn (tepiocdtepo amd 1 alAdd Atydtepo amd 10 {da ota 1.000 vrd Oepancio {ma)
- omdvia (meplocdtepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Beponeio {da)

- moAb omdvia (Arydtepo amo 1 ota 10.000 vid Bepancio {da, copneprlopuPavopévav Tmv
LELOVOLEVAOV OVOPOPDV)

4.7 Xpion Katd TNV KONo61), TN YoAoV)ia 1] TNV ®OTOKiw

Epyoompilaxég peléteg o€ foogidn, dev amédeiav v vrapén TepaToyovov, EUPPLoToEIKIG 1
punrpwcotolikng opaong. Iap’ 6la avtd, dev vdpyovv drabécipa ototyeia yia Ta dAoya. I'a to Adyo
avTd, dEV GUVIGTATOL 1] ¥PNON KOTA TN SIAPKELN TNG KONOTG KOl TNG YaAovYiag.

4.8 AMMAeMOPAGELS PHE GALY QUPUUKEVTIKA TPOIOVTH KO AALES POPPES aAANAETiOpaO G

Na un yopnyeitotl Tavtd)pOova (e YAVKOKOPTIKOEDT, GAAN [U1)-GTEPOELON AVTIPAEYUOVAOIT QAPUOKO 1)
LLE QVTITNKTIKOVG TOPAYOVTEG.

4.9  Aocoloyio kKon TpOTOS YOopfyNoNg

Me v Tpoon.

Xopnyeitol ovapepeyuévo pe v tpoen 1 anevbeiog oto otopa, otn do6on Twv 0,6mg/kg copaticon
Bapovg, ara& nuepnoing, yio didpkela £og 14 nuépec.

To mpoidvOa mpémel va Tpootebel 250 g podvoAL®OTPOPOV,TPIVTIY TPOPOSOGia.

Ka0e paxelickocmepiéyeipio d6onya Eva ahoyomov (uyilovv peta&d500ka600 kgkat n 66omdevOa
npénewvo olanpedel oepikpoTePEG OOGELG.

Noa amopedyete TV EXUOAVVON KATA TN YPNON).

410 Ymepdoooroyia (COUTTONATO, PETPA AVTIUETMOTLONG, OVTIOOTA), EAV Elval aapaiTTO
Xe mepintwon vrepdocsoroyiag, Ba mpémet va yopnynOel cupntopatikn Oepomeio.

4.11 Xpovog(or) avapoviig

Kpéag kot edmdipot 1otoi : 3 nuépec.
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Agv emTpENETOL 1] XPTOT OE YOAAKTOTAPAY®YE (Mo TO 0Toie, TOPAYoLV YAAM Y10 ovOpOTIVY
KOTOVAAWDOT.

5. DOAPMAKOAOTI'IKEX JAIOTHTEX

DoppokobepamenTikn opdon: AVTIPAEYUOVMOT Kol OVTIPPEVHOTIKG TPOTOVTA, LT OTEPOELDN

(0Sukdpec)
kodikog ATCvet : QMO1ACO6.

51 ®@appoxodvvopikés 1010TNTES

H pero&ucdpn, eivor éva Mn-Xtepoeidéc, Avtipieypovadeg @dpuoxo (MEAD) tng opddog g
o&ucang, To omoio dpa avacTEALOVTAG TNV GUVOEST TNG TPOGTAYAAVOIVIG, ACKMVTAG KT  aLTO TOV
TPOTO, OVTIPAEYUOVDON, AVOAYNTIKY, OVTIEEOPOUATIKY KoL OVTITLPETIKT dpact). H pedo&ucdun,
UELDVEL TN S1YONOT AEVKOKVLTTAPMOV GTO PAEYUHOIVOVTA 16TO. T€ KPOTEPO PabUod, avacTEALEL emioNg
NV amd T0 KOAAayOvVo mpokalovLevn cuccmpevon Bpopupokvttdpov. H pelolucdpm, £xet eniong
avTL-evO0TOEIKES 1010TNTEC Y1oTi £XEl amodeyOel 6Tt avaoTtéAhel TNV Topaymyn ¢ Opoppo&avng B2 n
omoio mapNyOn petd amd evéoeAéPia yoprynon evdoto&ivng E. colice pooyovg kot xoipovg.

52 ®@appoxoxivnTikd cTovy sl

Amoppoégnon

Otov 10 Tpoidv ¥pNCUOTOLEITOL COUPOVA [LE TO GUVIGTOUEVO DOGOAOYIKO GYNLA, 1] OO TOV GTOHOTOG
BrodwBeoipdra givar 98%. Ot puéy1oTeEC CLYKEVTIPMGELS GTO TAAGLO, ETLTVYYAVOVTOL LETA TEPITOV 2-
3 opeg. O ovvieheotng aBpototikng dpdong 1,08, vtodnidverl 0Tt  peAoEkaun dev €xel 0BpPOIGTIKN
dpdon O6tav yopmyeital nuepnoime.

Kotavoun
[eprocotepo amd 98 % g perolikdunc, GUVOEETAL UE TIG TPOTEIVEG TOV TAAGHATOG. O 0YKOg

Katavoung, etvai 0,12 1/kg.

MetofoMopog

O petaforiopodg, ival TOLOTIKA TOPOLOIOG GTOVG EMHVS, GTOVG VOVOSHOUOVG XO1POVG, GTOVG
avOpdOTOLS, 6T BOOELOT KOl GTOVG XOIPOVE, OV KO VITAPYOVY TOGOTIKEG dtapopés. Ot kuptdTepoL
petoPoAritec mov avePpédnkav oe OAa Ta €10M, NTav ot S-udpo&v- kat ot S-kapPoév- petaforitec,
KkaBdg kot o1 0EaAvA-peTaPolriteg. O petaforopog ota ahoya, dev Exel depevvndel. Olot ot KupLot
UETAPOAITEC OMOJETYTNKAV PUPHOKOAOYIKA CAVEVEPYOL.

Amopdkpuvon
H pedo&ucdpn, amopakpovetor pe TeAKn nuutepiodo {ong 7,7 opav.

6. DOAPMAKEYTIKA XTOIXEIA

6.1 Katahloyog ekdoymv

YAUKONHovoHdpIKY

[ToP1ddvn

H Appledpopa(nepiéyet Bovtvioiidpo&vavicoin(E320))
Kpoomofidovn

6.2 Kopieg aocoppatotnteg

AOY® EAAEIYNG HELETMV OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKELTIKO TPOIOV Oev TPEMEL VoL
OVOUELYVOETOL UE AN KTNVIOTPIKG QUPUAKEVTIKG TPOTOVTO.
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6.3 Awdpkera {onfg

Avdprela {ong TOL KTNVINTPIKOV QOPUAKEVTIKOD TPOIOVTOG COLP®VA LIE TI GUCKELOCIN TOANGNG : 3
SArtngsw Cong LETA TNV EVOOUAT®GN TOV TN LOVGMIMOTPOQ®OV: GIEST YPNOT).

6.4 Idwitepeg TpoPuAAEelS KoTA T QOLUEN TOV TPOTOVTOG

Agv vtapyovv 181KEG 0dNYieg S10THPNONG Y10 AVTO TO KTNVIUTPIKO TPOTOV.

6.5 ®Hon ko 6HVOEGT] TNG GTOLYELDOOVS CVOKEVUGING

Doakelakiapdiroyaptiov(yapti/PE/arovpviov/PE) mov mepiéyet 1,5 grdkikovcavapoke dKioes
évaxovti omd yaptovipe 10,100pakerdikio.

Mmnopel vo unv kukho@opodv OAES 01 CLOKELAGIEC.

6.6 Ei1dwkég mpo@uiaiers amoppryng evog yp1nonomon)0£vTog KTNVINTPLKOD QUPLOKEVTIKOD
TPOIOVTOG 1] GAAOV VAKAOV TTOV TPOEPYOVTUL OO T1) Y P1]C1) TOL TPOIGVTOS, AV VAP OVY

Ka0e un ypnoomoinév knviatpikd eopUokeLTIKO TPOIOV 1 Un XPNOIUOTom0EvTe VTOAEIUUATE TOV
TPETEL VO, ATOPPITTOVTOL COUPOVA LE TIG 1GYXVOVOES EBVIKEG OMALTIOELS.

1. KATOXOXAAEIAZKYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

pAavOiaL.

8. APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/2/07/078/021, 100 qaxeArdkio
EU/2/07/078/026, 10 pakeiakio

9. HMEPOMHNIA ITIPQTHE ETKPIZHX/ANANEQXHY. THX AAEIAX
Hpepopnvia 1 éykprong: 10/01/2008.
Huepounvia tekevtaiog avavémong: 18/12/2012.

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemntopepeic TANPOQOpPiEg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv dlatibevTol otov
diktvoko tono tov Evponaikod Opyaviouod @apudkov (http://www.ema.europa.eu).

AITATOPEYXH INQAHXHX, AIAGEXHX KAI/H XPHXHX

Agv 1oy0et.
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 0,5 mg/ml mocipo evaudpnpo yo. yoteg

2. IMOIOTIKH KAI TIOXOTIKH XYNGEXH
"Eva ml nepiéyet:

ApOOTIKO CVGTATIKO:
Melo&uchiun 0,5mg

"Exodoya:
Bev{oixo vatplo 1,5 mg

BA. tov mApn KatdAoyo ekddymv 610 Ke@arato 6.1

3. OAPMAKOTEXNIKH MOP®H

[Too1po evardpnpa.
‘Eva. amaAd ovolkTo KiTptvo evaimpnua.

4, KAINIKA XTOIXEIA

41 Eiom {oov

Idreg

4.2 Ogpamevtikés evociEeis mpoodropilovrag Ta £idn {O®V

Kotoampdoven tov ehappov £mg HETPLOL Pabuod HeTeyXEpnTIKOD TOVOL Kot TNG PAEYLOVIG LETA OO
YEPOLPYIKEG EMEPPACELS G YATES, OTTMG T.). 0pBomedikég emepPioelg kot enepPAcels TV LOAAKOY
1GTOV.

Kotoanpdoven tov Tovov Kot TG eAEYHOVIS oTIG 0&gleg Kal YpOVIEC LDOOKEAETIKES Sl0TAPUYEG OF
yartec.

4.3  Avrevositeag

Na pn ypnotponoteital og €ykova 1 yolovyovva {da.

No unv yopnyeitol 6€ YOTEG L€ YOUOTPEVTIEPIKES OLOTAPAYES OTMG, EPEDIGLOG Kot aplopparyio, LELOUEVT
NTATIKY, KOPOOKT 1] VEQPIKT] AELTOVPYIO KOL OUOPPOYIKES OLOTAPAYES.

Na pn ypnoiponoteital oe TepinTmon vrepevsOnciog ot dPACTIKN OVGiN 1 G€ KATO10 Amd TO
£Kd0y0L.

Noa unv yopnyeital o€ yateg niikiog pikpotepng T@v 6 foopddmv.

4.4  E0wkéc mpoEldomomcELs Yo Ka0g gidog {dov
Koapdia.

45 Idwitepeg mpopuiaiers Katd T yp1on
ISwaitepec Tpo@uAGEELC KaTd T yprion o€ {da

No amo@gbyeTOL 1] YPTOT TOL GE APVIATMOUEVE, VITOYKOLUIKA, VTOTAGIKE {da, KaODS VITdpyet
evdegyoIevoc kKivouvog avénuévng To&ikwong Tov veppov.
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Meteyyelpntikoc Tdvog Ko AEYLOVN LETE omd YEPOVPYIKES EneUBAGELG:
e TEPINTOOT AVETAPKOVS avaKoHPLoNG omtd Tov OV, Ba Tpénet va, AneBel vToyn N TOAvVOTNTA TNG
TOAVAELTOVPYIKNG Bepameiog Tov TOVOUL.

XpdVieg LVOCKEAETIKES dlaTaparyEc:
H avtondkpion otn pokpoypovia Bepomeio, Oa wpénel va mapoakorovbeitot o TaKTA YpoviKd
dluotpaTo amd Tov KTnvioTpo.

Idwitepec TpouAaelc Tov mpémel va AapuBdvovTal amd To GTOUO TOL YOPNYEL TO PUPUOKEVTIKO
npoidv o Lha

Atopa pe dwomiotopévn vepevotlotncio ota MEA®D, Tpénel va amopedYouy TV EMOQT| LLE TO
KTNVIOTPIKO QOPUAKEVTIKO TPOTOV.

Y& mepinton Tuyaiog KoTamoong, va avalntioete apéons wTptkn fondela kot vo emideiete otov
10TPO TO GUALO OONYIDV ¥PNCEMG N TV ETIKETO, TOL PAPUAKOL.

4.6 AvemOounteg evépyeleg (ovyvoTnTa Kol cofapotnTa)

Tomicéc avemBounteg evépyeieg tov MEAD dnwg ammdAeio TG 0peENG, EUETOC, O1appola, Tyvr oinaTog
oT0 KOTPOvVa, omadsio Kot veppik avemdpkela £xouv avapepbel omopadikd. Kot 6 TOAD GTAVIEG
TEPIMTMOGCELG YOOTPEVTIEPIKT EEEAKMOT Kot ovEnUéva eMimeda NTOTIKOV EVEOU®V.

AVTéG o1 avemBounteg evépyeleg gival, OTIG TEPLOCOTEPEG TEPUTTMOELS, TAPOIKEG KOl TOPEPYOVTOL
petd tn drakon tng Oepaneiog, aAld o€ oTAVIEG TEPITMSELS Pmopel va eival coPapég M
Oavoaeodpec.

Eév mapatmpnBodv avembountec evépyeteg mpémet va drokomteTon 1 Oepameio Kot va {nnbein
GLUPOLAN KTNVIATPOV.

H ocvyvomta epodviong tov avembountmv evepyeimv kabopiletor wg akorovOwg:

- oA cuyvn (meprocdtepo omd 1 ota 10 {da Tapovctdlovy avemBOUnTEG EVEPYEIEG KATA TN

duapketa g Oepameiog)

- ovyvn (meplocdtepo amd 1 aAld Arydtepo amd 10 (oo ota 100 vad Oepaneio {da)

- un ovvnBwopévn (teplocdtepo amd 1 akdd Atydtepo amd 10 {da ota 1.000 vrd Bepancia {ma)

- omavia (mep1ocotepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Oepomeio (Ha)

- oAb omdvio (Arydtepo amo 1 ota 10.000 vid Oeponeio {da, copmePIAOUPAVOUEVOY TOV
LELOVOLEVOV OVOPOPDV)

4.7  Xpion Katd TNV KONo61, TN YoAlovyia 1] TNV ®OTOKid

H acodleta Tov kKTviaTpikoh QopraKeDTIKOD TPoidvTog dev £xel amoderyfel Katd t didpkela g
KOnong Ko g yorovyiog (BA. kepdiato 4.3).

4.8 AlMnAiemopacsis pe GALG QUPRIKEVTIKA TPOIOVTA KO GAAEG POPPEG AAINAETIOPAONS

Ao MEAD, 5100pNTIKA, OVTITINKTIKA, GUIVOYAVKOGIOKA aVTIBLOTIKG Kol OVGIEG LE VYNAT dEoUEVOT)
TPOTEIVOV, umopel vo avtaymvifovtal ot 6écpevon kot va odnyolv €tot og Tocég avtidpdoelc. To
Rheumocam dev mpémet va yopnyeitar pe GAho MEA®D 1) YAUKOKOPTIKOGTEPOELDT.

H mapdAindn yopnynon mhovodg KTNVINTPIK®Y QOPpUAKOVIPETEL VO OTOPEVYETAL.

IIponynBeica Bepancia pe aviipieypovddelg ovoieg umopel vo 0dnynoet oe emmpdchetec M)
EMOVENUEVEG QVETIOOUNTEG EVEPYEIEG KO KOTA GLUVETELY B0 TPEMEL VO, SIOKOTTETAL 1) YOPNYNOT| TETOI®V
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVIMV Y10, VO YPOVIKO O1AGTI L0 TOLAGYIGTOV 24 mpdV, TPV Ao
mv évapén g Bepaneioc. [apdia avtd, 1 xpovikh mepiodog amd v Tponyovuevr Bepomeio uéypt
mv évapén g véag Bepameioc, O eEaptnOel amod TIg APLAKOAOYIKES WO1OTNTEC TOV QUPUAK®Y TOV
glyav ypnoyomrombei TponyovuEvmg.
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4.9 Aocoloyio Kol TPOTOS YoPNYNONG

Amo Tov 6TOHATOG YOpPNYTIoN

Meteyyelpntikoc Tdvog Ko AEYLOVN LETE omd YEPOVPYIKES EneUBAGELC:

Metd v apyikn Ogponeio pe Rheumocam 5 mg/ml evésiuo didAvpa yia ydteg, ovuveyiote
Oepoameia 24 opeg apyotepa pe Rheumocam 0,5 mg/ml woéoo evoudpnua yio yéteg ot 8661 TV
0,05 mg/kg copatikov Bapovg(0.1 ml /kg). H emaxdiovdn d6on and to otopa umopei va yopmnynel
Hio @opa NuePNGimg (Le pecodtacThioTe 24 @pmV) Y10 SIAGTNIO £MG TECOEPLS NUEPES.

Oc&eieg poookeletikéc dratapaydc:

Apywn Oepoameia, eivar pia epdmo 600 amd 1o otoua tov 0,2 mg uehoikdune/ Kg copotikod
Bapovg (0.4 ml /kg) kotd v mpd nuépa. H Bepaneio and 1o otéUa, TpENEL vo cuveyileTon pio
@opd nuepnoing (ue pecodiootnata 24 mpdv) ot d66om tov 0,05 mg pero&ikaung/kg copatikond
Bapovg (0.1 ml /kg) yia 660 ypovikd didotnuo dtapkodv 0 0&EHC Tdvog Kot 1 o&gian EAEyUOVT.

XpOvieg WookeAETIKES SloTapayEC:

Apywn Oepoameia, sivar pia epdmoa 66om amd 1o otoua tov 0,1 mg ueho&icdunc/kg copotikon
Bapovg (0.2 ml /kg) kotd v npd nuépa. H Bepancio and 1o otéua, mpénet vo cuveyiletot
KkaOnuepwd (pe pecodloctnoto 24 ®padv) ot cuvenpnriky 6o tov 0,05 mg pero&ikaung/kg
copotikov Bapovg(0.1 ml /kg).

Xuvnbag mopatnpeitar Bertioon oe 7 nuépec. H Bepaneia mpémetl va daxdmteTon petd and 14 nuépeg
70 TTOAD, av dev mapotnpnOel eppavig fertioon g KAVIKNG EIKOVOC.

0566 ko Tpdmog yopNynong

Mua oupryya evog ml mapéyeton pali pe to mpoidv. H axpifeta g ocvpryyog dev eival KotdAAnAn yio
T Oepaneia yatov Katw amod 1 kg.

Avaxiveiote Kol Tpv amod T xpnon. Na yopnysiton omd To 6TO0., EITE AVOUEUEIYUEVO IE TNV TPOPT],
glte amevbeiog oto otdpo. Id1aitepn Tpocoyn, Tpénel va AapdveTat o€ Tl apopd TNV aKppn
yopnynomn g 66ong. Aev Bo Tpémel vo vepPaiveTal 1) GUVIGTOUEVT] dOOT).

AmopevyeTe TNV €160YMYTN LOAVVOTG KOTA TN XPTOT).

4.10 Ymepdocoloyia (COUNTTOUATA, RETPO, AVTIHETAOMLGNG, OUVTIOOTA), EAV EiIVOL aTOpAiTNTO

H peho&ukdpn, éxet pkpd OBepamevtikd 0pog ac@iAelng 6TIG YATES Kol Lropolv va mapatnpndody
KAWVIKG GUUTTOUATE VTTEPOOCOAOYIOG,UETA OO GYETIKA UIKPE EMITEDD, VTTEPOOGTING.

Y& mepinToT VTEPOOGOAOYING, O1 OVETIBVUNTEG EVEPYELES, OTMG AVTEG avapEpovtal 6To Kepdimo
4.6, avapévetal vo, ivol coPapoTepeg Kol CUYVOTEPEG. e TEPITTOCT VITEPOOGOAOYING, Bol TPEmeL va
yopnynOel cupmtopatiky Bepomeio.

4.11 Xpovog(or) avapoviig

Agv 1oyvet.

5. OAPMAKOAOI'IKEX IAIOTHTEX

DoppokobepamenTikn opddn: AVIIPAEYLOVMON Kot OVTIPEVUATIKA TPOTIOVTO, U] GTEPOELDN,

(0&wdpec)
Kodwog ATCvet : QMOLACO6.

51 ®@appoxodvvopkEs 1010TNTES
H pero&ucdpn etvan éva Mn Xtepoetdég Avipreypovadeg Oappako (MEAD) g opddag tng
o&uwcaung, to omoio dpa avactéAlovtag T cHVOEST TV TPOSTAYAUVIIVAOV OCKAOVTOS KAT 0UTO TOV

TPOTO AVTIPAEYUOVDOT], AVTIEEIOPMLOTIKT, OVOAYTTIKN KO OVTITLUPETIKT dpact). Meldver tn dmbnon
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AELKOKVTTAP®Y GTOV PAEYUaivOVTa 10T0. L& PIKPOTEPO Pabuod, amoTpénetl TV amd T0 KOAAaydvo
TPOKAAOVUEVT], CLCCHOUATMON TOV AUOTETAAI®V. Xe peAéteg in Vitro kat in Vivo, amodeiytnie 6TL N
pero&ucdun avoaotédlel v kokhlo&uyevion-2 (COX-2), og peyorvtepo Bobud amd mv
KukAo&uyevaon-1 (COX-1).

52 ®uppoxkoKivnTIKd cTovysia

Amoppoonon

Edv 10 {do eivon akvnromompévo 6tov yopnyeital 1o ¢ApLAKO, Ol LEYIOTEC GVYKEVTPMOELS OTO
TAAC O TOV QULOITOG EMLTVYYAVOVTOL TEPITOV 3 MpeG LETA amod T yopnynon. Eav to {do sivar
GUTIGUEVO KATE TO YPOVO TNG YOPNYNONS TOV PAPUAKOVL, 1] OTOPPOPN O UTOPEL EAAPPA VO
KaBvotepnoeL.

Kotavoun

Yrapyet ypoppikn oyéon Hetalh g YopnyouLEVNG dOOTG KAl TNG CLYKEVIP®ONG GTO TAAGLLO TOV
aipatog,  omoia mapatnpeital 6to pacpa ¢ Bepanevtikig 66ong. Ilepinov 10 97 % g
UEAOEIKAUNG GUVOEETAL LE TIG TPOTEIVEG TOV TAAGLOTOG.

MetoBoMopog

H pedo&ucdpn avevpioketor Kupig 6T0 TAAGO TOV OULOTOC, ATEKKPIVETOL KUPI®MG LECH TNG YOS,
EVM TOL OVPO. TTEPLEXOVV LOVO Tyvr amd TO apykd mpoiov. [1évte khplor petaforitec £xovv tavtomonOel
Kol OAOL omodeiyTKOV EapUAKOAOYIKDG avevepyol. H perolucaun petaforileton o€ pia aAKOOAN, o€
TaPAy@yo 0EEMG KOl 6€ PEPIKOVG TOAIKOVG peToforiteg. Onmg £xet diepguvnBel kot yio dAda €10m, M
o&eidmon etvar 1 KOP1aL 000G PLOUETATPOTNG TG LEAOEIKAUNG GT YATAL.,

Amopdkpuvon

O ypovog nuicelog {ong g pedo&ucaung, stvar 24 mdpeg. H aviyvevon tov petafoltdv amd to KHplo
GLOTATIKO GTO OVPO KOl GTO KOTPAVA 0AAG Oyl 6TO TAAGLA, EIvol EVOEIKTIKN Yl TNV TayEld
anékkplon] Tovg. To 21% g anopévovsag 0dong amopakpivetal pe o o0po (2% wg apetdfant
pero&ikaun, 19% og petaforitec) kot 1o 79% pe ta kémpava (49% mg apetdpintn peroskaun, 30%
¢ HeTaPoriteg).

6. OAPMAKEYTIKA XTOIXEIA
6.1 Katahoyog ekdoymv

Sodium benzoate

Glycerol

Citric acid monohydrate

Xanthan gum

Sodium dihydrogen phosphate monohydrate
Simethicone emulsion

Honey flavour

Silica, colloidal anhydrous

Water, purified

6.2 Kopieg aovopPototnTeg

Adyo EAAEYNG LELETMV OGLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOiOV Ogv TPEMEL VAL
OVOPLELYVOETOL LE AL KTNVIALTPIKG QUPUOKEVTIKA TPOTOVTOL.

6.3 Audpkera Long

Augpxeta {OnNg TOL KTNVIOTPIKOD QUPUAKELTIKOD TPOIOVTOG COLPMVA LE TN cvokevacio mdAnong: 30
piveg
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Aldpketa {onNg LETA TO TPMTO AVOLYLLO TNG GTOLYELMOOVS GVOKEVOCTOGC:
3 ml kot 5 ml provkdr: 14 nuépeg
10 ml ko 15 ml provkdr: 6 pnveg

6.4 Idwitepeg TpoPLAAGEELS KOTA TN QUAOEN TOV TPOTOVTOG

Agv vtapyovv 11KEG 0dNYieg S10THPNOTG Yo GVTO TO KTNVINTPLKO TPOTOV

6.5 ®Oon kot 6HVOEGT TNG GTOLYELDOOVS GUOKEVUGING

Agvkn QLA ToAvaBVAEVIOL VYNANG TLKVOTNTAG TOoVTTOL TEPLEYeL 10 mIY 15 ml, pe éva kdlvpua
avOEKTIKO KOl AGQAAELOG Y10, TO, TALOLAL.

Mmovkdi ToAvporvAeviov Teptéyet 3 ml 1 5 ml, pe éva kdAvppa avBekTikd kot acporeiog yio ta
TodLd.

Ka0e pradn cvokevdaletal o€ kouvti omd xapTovi pe cvptyyo uétpnong evog ml (Bapéit oe
ToAVTTPOTTLAEVIO Ko £UPoro / EuPoro e TOAVOBVAEVIO YOUNANG TUKVOTNTOC).

Mmropei vo, unv KuKAOPOPOUY OAEG 0L GLOKEVAGIEC.

6.6 Ewwkéc mpo@urders amdppryng £vog ypnopomor0£viog KTNVIATPIKOD QUPIUOKEVTIKOD
TPOIOVTOG 1] GAA®V VMKAV TOV TPOEPYOVTUL OTTO T1) YP1)O1] TOV TPOIOVTOG, AV VITAPYOLY

KdaBe pun ypnoyomon8év ktnviatpikd eoprokeLTIKd TPoidv 1 un xpnotpomomBévio vToAeippaTd ToV
TPETEL VO ATOPPITTOVTOL GOUPOVA LE TIG KOTA TOTOV 10YVOVGES OLaTAEELG.

7. KATOXOX AAEIAY KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Iphovdio.

8. APIOMOZAAEIAYKYKAO®OPIAX

EU/2/07/078/022 10 ml
EU/2/07/078/023 15 ml
EU/2/07/078/024 3mi
EU/2/07/078/025 5ml

9. HMEPOMHNIA INPQTHXE ET'KPIZEHX/ANANEQYXHY. THX AAEIAX
Hpepopnvia 1™ éykpiong: 10/01/2008
Huepopunvia tedevtaiog ovavéwong: 18/12/2012

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmntopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPOoidv dlatibevTol otov
diktvoko tono tov Evponaikod Opyaviouod @apudkov (http://www.ema.europa.eu)

AIIATOPEYXH INIQAHXHX, AIAGEXHX KAI/H XPHXHX

Agv 1oy0eL
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ITAPAPTHMA 11
A.  TTAPATQI'OX YIIEYOYNOX I'TA THN ATTIOAEEMEYXH TQN ITAPTIAQN
B. OPOI H IIEPIOPIEMOI IIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

I ENAEIZEH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)
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A. HAPATIQIrox YIIEYGYNOZX I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

Enovouio kot diev6uvon tov mapaywyon, vredfuvou Yo TNV omodECUEVOT TV TAPTIOMY

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea,
Co. Galway,
IPAANAIA.

INeRheumocam 20 mg/ml gvéeipo drdiopa Yo foogrdn, yoipovg ko aroya ko Rheumocam 5
mg/ml evéeipo d1GAvpe Y10 GKOAOVS KOl YOTEG POVO:

Eurovet Animal Health B.V.

Handelsweg 25,
5531 AEBIadel,
O Kdto Xopeg

Kot

Labiana Life Sciences, S.A., C/ Venus, 26, Pol. Ind. Can Parellada, Tarrasa, 08228 Bapkeimvn

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

Noa yopryeital LOvov e KTNVINTPIKE GLVTAYT

I'' ENAEIEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

H dpaoctikiy ovsio. tov Rheumocam kot tov givon puor exttpendpevn ovoio, OTmMG TEPTYPAOETAL GTOV

mivaxo 1 Tov TapaptipoTog Tov kavovicpov (EE) apf. 37/2010:

Ddappaxoroyikade | Katdhouro- Eidn AOK Iotoi- AAleg OePamELTIKN

dpaoTiko(d) delktng {owv oTOYOL wpovmofécs | katdToén

oLOTATIKO(G) €1g

Meloxicam Meloxicam Booewdn | 20 pg/kg Moeg N/A AvTipleyoved
Avyeg 65 ng/kg "Hrop on ko
Xoipot 65 ng/kg Neoppoi AVTIPPEVLOTIKA
Kovvél TPOIoVTa, LN
Inmoeion GTEPOELON
Booewdny | 15 ug/kg I'éia (o&apec)
Aryeg

Ta éxdoya mopatifevror oto Tupa 6.1 e [IXII emitpémovtan ovsieg yia Tig onoieg mivaka 1 Tov
mapaptiuatog tov kavoviopoy (EE) apif 37/2010 avagépet 61t dev amattovvior AOK, 1| Oewpodvtan
OTL OV EUTIMTOVV GTO MEDI0 EPappoYNg Tov Kavoviopov (EK) Agv 470/2009, 6tav ypnoiponoteitonl mg

6€ VT TO TPOTOV.
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ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX
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A.  EHNIZEHMANXH
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

{Kovti pg @uain tov 15 ml, 42 ml, 100 ml q 200 ml }

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Rheumocam 1,5 mg/ml nécipo evardpnuo yio 6kOAoVE

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

KdaBe ml mepiéyet: 1,5 mg pelo&ikdung
5 mg Bevloikov vatpiov

3. OAPMAKOTEXNIKH MOP®H

[Téc10 evoumpnLa.

4, YYXKEYAXIA

15 mi
42 ml
100 ml
200 ml

5.  EIAOX(H) ZQOY(QN)

YkOAOL.

6. ENAEIZH(EIZ)

Koatampdoven g eAeYHOVIE Kal TOL TOVOV, TOGO oTIG 0&eiec 000 Kl OTIC YPOVIEG LVOOKEAETIKEG
dtatapoyéc

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Avakivnote koAl Tpv omd T (pNon.
Xopryeital avopeUelyLEVO GTIV TPOPT).
AwBdote 10 POALO 0NV YPAONG, TPV AT TN YPNON.

‘ 8. XPONOX ANAMONHX

‘ 9. EIAIKH(EX) ITPOEIAOIIOIHXZH(EIY), EAN EINAI ATIAPAITHTH(EYX)

Na un ypnoiponoteital o€ €ykoa 1 yalovyovvto (oo .
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‘ 10. HMEPOMHNIA AHZHX

AN, {pivag/étoc}
Metd to mpadTo dvorypa, yprion £mg 6 Pveg.

11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEZ TIPO®YAAZEEIX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY NIPOIONTOX 'H AAAQN YAIKON IMOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

AmoppinTETOL GOUP®VA LIE TIG KOTE TOTOV 10(DOVGES OATAEELC.

13.  OI AEEEIX «AITOKAEIZTIKA T'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIZMOI ITOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VAAPYOVY

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNOM.
Noa dtatifetar Lovov e KTNVINTPIKE GLUVTOYY.

14.  OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OITIOIA AEN BAEITIOYN KAI AEN
MNPOXEITIZOYN TA ITAIAIA»

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

15. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

IpAavdia.

16. APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/2/07/078/004 15 ml
EU/2/07/078/001 42 ml
EU/2/07/078/002 100 ml
EU/2/07/078/003 200 ml

‘ 17.  APIOMOZIAPTIAAXZIIAPAT QI'HXE

TToaptida {apOuos}
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IMAHPO®OPIEX IIOY ITPEITEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

{Etwcéto Yo grales tov, 100ml 1 200ml}

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 1,5 mg/ml nécipo evaidpnuo yio 6kOAoE

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

KaBe ml mepiéyet: 1,5 mg pelo&ikaung
5 mg Bev{oikov vatpiov

3. DOAPMAKOTEXNIKH MOP®H

ITécyo evormpnpa.

4. YXYXKEYAXIA

100ml
200ml

5.  EIAOX(H) ZQOY(QN)

2KOAOL.

6. ENAEIZEH(EIX)

Koatanpdovon g pAeypovig kot Tov Tovov, 1060 6TIG 0EElEg 000 Kol OTLG XPOVIEC WDOCKEAETIKEG
dtatapoyéc

7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Avakwvnote koAl Tpv omd T (pNon.

AmopevyeTe TNV ElG0Y®YN LOAVVONG KATA TN XPNoN.
Xopryeital avopeIelyEVO GTIV TPOPT).

AwBdote 10 POALO 0dNYIDV YPAONG, TPV ATd TN YPNON.

‘ 8. XPONOX ANAMONHX

| 9.  EIAIKH(EX) HPOEIAONIOIHEH(EIL), EANEINAIATIAPAITHTH(EY)

Na pn ypnoiponoteital o€ £€ykoa 1 yalovyovvto (oo .
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‘ 10. HMEPOMHNIAAHZHX

AHEH {pnvag/étoc}.
Metdtonpdtodvorypa, yponémg 6 pnves.

11. EIAIKEXXYNOHKEXAIATHPHXHX

12.  EIAIKEZITPO®YAAZEIZAIIOPPIYHXENOXXPHXIMOIIOIHOENTOX
KTHNIATPIKOY®APMAKEYTIKOYITPOIONTOXHAAAQNYAIKQNIIOY
ITPOEPXONTAIAIIOTOITPOION, ANYITAPXOYN

AmoppinTETOL GOUP®VA LIE TIG KOTE TOTOV 10(DOVGES OATAEELC.

13.  OI AEEEIX «AITOKAEIZTIKA T'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIZMOI ITOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VAAPYOVY

ATOKAEIOTIKAYLOKTNVIOTPIKT PO
NaodtaTifeTaOVOVIEKTNVIOTPIKCVUVTAYT.

14.  OIAEZEIX «<NAOGYAAXXETAIXEGEXH,
THNOIIOTAAENBAEIIOYNKAIAENTIPOXEITIZOYNTAITAIATIA»

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

15. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

IpAavdia.

16. APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/2/07/078/002 100 ml
EU/2/07/078/003 200 ml

‘ 17. APIOMOZX ITAPTIAAX TAPATQI'HX

Moptida {ap1Buoc}
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EAAXIXTEX TAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

{Etwéta yro ouain tov 15 ml, 42 mi}

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 1,5 mg/ml nécipo evaidpnuo yio 6kOAoE

‘ 2. INNOXOTIKH XYNOEXH XE APAXTIKH(E) OYXIA(EYX)

Meho&waun 1,5 mg/ml

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

15 ml
42 ml

4. OAOX(OI) XOPHI'HXHX

AvoKivioTte KOAG TPV oo T xpnon.
Xopryeital avopeUelyLEVO GTIV TPOPT).

‘ 5. XPONOX ANAMONHX

‘ 6. APIOMOZX ITAPTIAAX

Moptida {ap1Buoc}

‘ 7. HMEPOMHNIA AHEHX

EXP {unvog/étoc}
Metd to mpadTo dvorypa, yprion £mg 6 Pveg.

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

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNOM.
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IMAHPO®OPIEX IIOY ITPEITEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

{Kovti

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 1 mg poocoueva diokia 1o GKOAOVG
Rheumocam 2,5 mg pocodpevo diokia yio okOAovg

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

Kdabe pacmpevo dioki o mepiéyet:

APUSTIKO GVGTUTIKO:
Meho&aun 1mg
Meho&uchin 2,5mg

‘ 3. DOAPMAKOTEXNIKH MOP®H

LOGOLEVO, J1oKI0L

4. YXYXKEYAXIA

20 dokia
100 Sdwokio

5.  EIAOX(H) ZQOY(QN)

YkOAOL.

6. ENAEIZEH(EIX)

Koatampdoven g eAeYHOVIE KAl TOL TOVOV, TOGO GTIG 0&eiec 000 Kl OTIC YPOVIEG LVOOKEAETIKES
dtatapoyéc

‘ 7. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Amo6 Tov 6TOHOTOG YOPTYTIoN
Awfaote T0 POALO 0INYIOV XPNOTG, TPV ATO TN YPNON.

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

AwBdote 10 PUALO 0NV YPAONG, TPV AT TN YPNON.

‘ 10. HMEPOMHNIA AHZHX

ARE. {uvag/érog}

‘ 11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEZ TIPO®YAAZEEIX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX 'H AAAQN YAIKON IOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

Ka0e pn ypnotpomomBév ktviatpikd QuprokeLTIKO TPOToV 1 U XPNOYLOTOMOEVTO VITOAEIOTE TOV
TPENEL VO, ATOPPITTOVTIOL COUPOVO UE TIG LOYVOVGES EOVIKES OMOLTIOELS

13. OI AEEEIX «-AITOKAEIXZTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
NEPIOPIEMOI IOY IZXYOYN XXETIKA ME TH ATAGEXH KAI TH XPHXH, av
vadapyovy

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.
Noa d1atifetan Lovov e KTNVINTPIKE GLUVTOYY.

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

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALd1dL.

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

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

IpAovdio.

16. APIOMOX(OI) AAEIAX KYKAO®OPIAX

EU/2/07/078/005 1 mg 20 dwokio
EU/2/07/078/006 1 mg 100 diokio
EU/2/07/078/007 2.5 mg 20 diokia
EU/2/07/078/008 2.5 mg 100 diokio
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17. APIOMOZIAPTIAAZIIAPAT QI'HXE

TToaptida {apOuos}
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EAAXIXTEX TAHPO®OPIEX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

{OYZH/TYIOX} BLISTER

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 1 mg pocoueva diokia 1o GKOAOVG
Rheumocam 2,5 mg pocodpevo diokia yio okOAovg

2. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.

3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

Lot

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

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNOM.
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

{Kovrti pg guain tov 100 ml 1 250 ml }

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Rheumocam 15 mg/mindciuo evoudpnua yio dhoyo

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

KdaBe ml wepiéyet: 15 mg peho&ucdung
5 mg Bevloikov vatpiov

3. OAPMAKOTEXNIKH MOP®H

[Téc10 evoumpnLa.

4, YYXKEYAXIA

100 ml
250 ml

5.  EIAOX(H) ZQOY(QN)

Aloya.

6. ENAEIZH(EIL)

Koatanpdovon g pAeypovig kot Tov Tovov, 1060 6TIG 0EElEG 000 Kol OTLG XPOVIEC WDOCKEAETIKEG
SloTapayE

‘ 7. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

AvoKiviioTte KOAG TPV oo T xpnon.
Xopnyeital eite avopEUEYIEVO LE IO LIKPT TOGOTNTA TPOPNG, 1] OeLOEiNG GTO GTOLLAL.
AwBdote 10 EOALO 0NV YPAONG, TPV AT TN YPNON.

‘ 8. XPONOX ANAMONHX

Xpovog avapovig

Kpéag kot edmdpot 1otoi: 3 nuépeg

Agv emTpENETOL 1] XPTOT OE YOAAKTOTAPAY®YE (MO TO 0Tole, TOPEYoLV YAAM YioL avOpDTIVY
KOTOVOA®ON
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9. EIAIKH(EYX) ITPOEIAOITIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

Na pn ypnotpomoteital e £ykva 1 yohovyoovvta {da .

10. HMEPOMHNIA AHZHX

ANE. {pvag/érog}
Metd to mpdTo dvorypa, yprion £wg 3 Unve.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Metd ) xop1yNo™ TOV KTNVINTPIKOD QAPLOKEVTIKOD TPOLOVTOC KAEIGTE TI OLEAN LE TO IO, TAVVETE
1 6ocoueTPIKN cOPLYYya pe {e0TO VEPO KOl APNOTE TN VO GTEYVAOGCEL.

12.  EIAIKEZ TIPO®YAAZEEIX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOZX
KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX 'H AAAQN YAIKON IOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

AmoppinTETOL GOUP®VA LIE TIG KOTE TOTOV 10(0DOVGES OATAEELC.

13. OI AEEEIX «<ATTIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIZMOI ITOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

ATOKAEIOTIKA Y10 KTNVIOTPIKN (PNOM.
Noa dtatifBetan LOvoV e KTNVINTPIKT GUVTOYY.

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

Na puAdooetol o 06om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

15. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

IpAavdia.

16. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/2/07/078/009 100 ml
EU/2/07/078/010 250 ml
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17. APIOMOZIAPTIAAZIIAPAT QI'HXE

TToaptida {apOuos}
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INAHPO®OPIEX IIOY ITPEITEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

{Etwcéto Yo grales tov, 100ml 1 250ml}

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 15 mg/mindciuo evoudpnua yio dhoyo

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

KdaBe ml wepiéyet: 15 mg ueho&ucdung
5 mg Bev{oikov vatpiov

3. DOAPMAKOTEXNIKH MOP®H

ITécyo evormpnpa.

4. YXYXKEYAXIA

100 ml
250 ml

5.  EIAOX(H) ZQOY(QN)

Aloya.

6. ENAEIZEH(EIX)

Koatanpdovon g pAeypovig kot Tov Tovov, 1060 6TIG 0EElEg 000 Kol OTLG XPOVIEC WDOCKEAETIKEG
dtatapoyéc

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Avakwvnote koAl Tpv omd T (pNon.
Noa amopedyeton 1| eMPOIVVON)..
Awfaote T0 POALO 0INYIOV XPNOTG, TPV ATO TN YPNON.

‘ 8. XPONOX ANAMONHX

Xpovog avapovig

Kpéag kot edddot 1otoi: 3 nuépeg

Agv emTpENETOL 1] XPTOT OE YOAAKTOTAPAY®YE (MO TO 0Tole, TOPEYoLV YAAM YioL avOpDTIVY
KaTOvVAA®ON
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9. EIAIKH(EYX) ITPOEIAOITIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

Na pn ypnotpomoteital e £ykva 1 yohovyoovvta {da .

10. HMEPOMHNIA AHZHX

ANE. {pvag/érog}
Metd to mpdTo dvorypa, yprion £wg 3 Unve.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Metd ) xop1yNo™ TOV KTNVINTPIKOD QAPLOKEVTIKOD TPOLOVTOC KAEIGTE TI OLEAN LE TO IO, TAVVETE
1 docoueTPIKN cvpLyya pe (eoTd vEPO Kol OPNOTE TN VO GTEYVAMGCEL

12.  EIAIKEZ TIPO®YAAZEEIX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOZX
KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX 'H AAAQN YAIKON IOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

AmoppinTETOL GOUP®VA LIE TIG KOTE TOTOV 10(0DOVGES OATAEELC.

13. OI AEEEIX «<ATTIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIZMOI ITOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

ATOKAEIOTIKA Y10 KTNVIOTPIKN (PNOM.
Noa dtatifBetan LOvoV e KTNVINTPIKT GUVTOYY.

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

Na puAdooetol o 06om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

15. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

IpAavdia.

16. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/2/07/078/009 100 ml
EU/2/07/078/010 250 ml
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17. APIOMOZIAPTIAAZIIAPAT QI'HXE

TToaptida {apOuos}
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IMAHPO®OPIEX IIOY ITPEITEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

{Kovti pg @uain tov 20 ml, 50 ml, 100 ml q 250 ml }

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 20 mg/ml evéouo didAvpa yio foogtdn, xoipovg Kot GAoya
Melo&uchiun

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

Melo&uchpun 20 mg
Ethanol (96%) 159.8 mg/ml

‘ 3. DOAPMAKOTEXNIKH MOP®H

Evéopo didAvpa.

4. YXYXKEYAXIA

20 ml
50 ml
100 ml
250 ml

5.  EIAOX(H) ZQOY(QN)

Booedn, yoipot kot dAoya.

| 6. ENAEIZH(ELY)

Boosg1o1):

Oéeleg avamveuoTikég AoUdEeLC.

Awdppotec 6g pooyovg nAtkiog peyadvtepng g 1 efdouddag kot oe pooyides .
Oéela pootitida.

Xoipou:

Mn poivouatikéc TafneEIg Tov KivnTikoh cuothuotoc. Exloyeio onyouio kot to&vorpio:
(cOvépopo MMA ), ue avtirotikn Bepomeia.

Adloyo:
Oéeieg kot XpOvieg LUOCKELETIKESG S10TAPAYES.

[Tovog mov oyetileTon e TOV KOAKO TV IMITOEWOMV.
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‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Boogwon :
Epdmag SC 1 1V éveon.
Xoipot :

Epdna& IM éveon. Edv amotteitol, pmopel va yiver pia dgvtepn yopniynon , Uetd onod 24
MpPEC.

Aloya :

IV éveon
AwPaote 10 PUALO 0INYIOV XPNONG, TPV ATO TN PN ON.

‘ 8. XPONOX ANAMONHX

Xpovog avapovig

Boogid: kpéag kot eddduot 1otoi : 15 nuépec yéha : 5 nuépeg

Xoipou: kpéog Kot EdDOLOL 10TOl : 5 NUEPES

Aloya: Kpéag Kol edMOLUOL 10TOL & 5 NUEPES

Agv emtpéneTon 1) xpron o Ahoya To omoio Tapdyovy YA yio avOp®dTIVN KATOVAA®OT) .

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

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

10. HMEPOMHNIA AHEHX

AHZEH {unvag/éroc}
Awdpketa {ong PeTd To Tp®MTO Avorypo: 28 nuépec.
Metd to mpdTo dvorypa, xprion £mg

11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEX TIPO®YAAZEIX AITOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

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

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

ATOKAEIOTIKA Y100 KTNVIOTPIKN (PNOM.

No drotifeton pOVoV Ue KTNVINTPIKH GUVTOYT.
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14. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALdd.

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

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

IpAovdio.

16. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/07/078/011 20 ml
EU/2/07/078/012 50 ml
EU/2/07/078/013 100 ml
EU/2/07/078/014 250 ml

‘ 17.  APIOMOZITAPTIAAXIIAPATI' QI'HX

Moptida {ap1Buoc}

65



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

{Etwcéta yro uares tov, 50 ml, 100ml q 250ml}

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Rheumocam 20 mg/ml evéouo didAvpa yia foogtdn, xoipovg Kot GAoya
Meho&ucdun

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

MeAo&caun 20 mg/ml
Ethanol (96%) 159.8 mg/ml

‘ 3. DOAPMAKOTEXNIKH MOP®H

Evéopo didAvpa.

4. YXYXKEYAXIA

50 ml
100 ml
250 ml

5.  EIAOX(H) ZQOY(QN)

Boog1dm, yoipot kou dAoyo

| 6. ENAEIZH(EIX)

AwBdote 10 PUALO 0NV YPAONG, TPV AT TN YPNON.

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Boogwon:

SCA IV éveon.
Xoipou:

IM éveon.
Aloya:

IV éveon
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8. XPONOX ANAMONHX

Xpovog avapovig

Booz1d1: kpéag ko edddpot 1670l : 15 nuépeg Yoo : 5 nuépeg

Xoipou: kpéag kot edDOOL 16TOl : 5 NUEPES

Adoya: Kpéag Kot edMOUO0L 16TO1 : 5 Nuépeg

Agv emtpénetal 1) xpromn o€ GA0YO TO. OTTOi0 TOPAYOLY YAAM Y10 AvOPOTIVY KATAVAAWDOT) .

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

AwfaoTe T0 PUALO 0ONYIDOV XPNOTG, TPV OO TN XPNON.

10. HMEPOMHNIA AHEHX

EXP {unvog/étoc}
Avpxera {ong petd 1o TpdTo dvorypa: 28 nuépeg.
Metd to TpdTo dvorypa, ypnon £mg

11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEZ [TIPO®YAAZEEIX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOZX
KTHNIATPIKOY ®APMAKEYTIKOY INIPOIONTOX 'H AAAQN YAIKON IOY
IMPOEPXONTAI AITO TO IMPOION,AN YITAPXOYN

AwfacTe T0 QUALO 0INYIOV XPNOTG, TPV A0 TN YPTON.

13. OI AEEEIX «KAITIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HOEPIOPIZMOI IOY IZXYOYN ZXETIKA ME TH ATAOGEXH KAI TH XPHXH, av
vadapyovy

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNOM.
Noa dtatifetat Lovov pe KINVINTPIK GLUVTOYY.

14.  OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OITOIA AEN BAEITOYN KAI AEN
NNPOXEITIZOYN TA ITAIAIA»

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

15. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

IpAavdia.
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‘ 16. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/2/07/078/012 50 ml
EU/2/07/078/013 100 ml
EU/2/07/078/014 250 ml

‘ 17.  APIOMOZITAPTIAAXIIAPAT' QI'HX

Lot {apBuog}
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EAAXIXTEX TAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

{Etwcéta Yo grain tov 20 ml}

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 20 mg/ml evéouo didAvpa yio foogtdn, xoipovg Kot GAoya
Melo&uchiun

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

Mero&waun 20 mg/ml
Ethanol (96%) 159.8 mg/ml

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

20 ml

4. OAOX(OI) XOPHI'HXHX

Boosg1o1):
SCqlv

Xoipou:

5. XPONOX ANAMONHX

Xpovog avapovig

Booid): kpéag kot eddSuot 1otoi : 15 nuépec yéha : 5 nuépeg

Xoipou: kpéog Kot EdDOLO0L 10TOl : 5 NUEPES

Adoya: Kpéag Kot edMOUO0L 16TO01 : 5 Nuépeg

Agv emTpéneTor 1 xpron o€ Ahoya T omoio Tapdyovy yaAa yio avOp®dTIVN KATOVAA®OT) .

6. APIOMOZX ITAPTIAAX

Lot {apBuoc}

69



‘ 7. HMEPOMHNIA AHEHX

EXP {unvag/étoc}
Audpketa {ong PeTd To TpmTO dvorypo: 28 nuépec.
Metd to TpdTo dvorypa, xpron £mg

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

ATOKAEIOTIKA Y10 KTNVIOTPIKN (PNoM.
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

{Kovti pg uain tov 10 ml, 20 mlq 100 ml }

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Rheumocam 5 mg/ml evéoipo dtdlvpa yio 6kbOAovE Kot YATEC
Meho&ucdun

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

Meho&wdiun 5 mg
Ethanol (96%) 159.8 mg/ml

‘ 3. DOAPMAKOTEXNIKH MOP®H

Evéopo didAvpa.

4. YXYXKEYAXIA

10 ml
20 mi
100 ml

5  EIAOX(H) ZQOY(QN)

YKOAOL KoL YOTEG

| 6. ENAEIZH(EIX)

AwBdote T0 PUALO 0NV YPAONG, TPV ATd TN YPNON.

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

ZKOAOLMVOGKEAETIKEG OLaTAPAYES: EPATOE LTOSOPLY EVEDT).
Meteyyelpntikdg tovog: epdnal evoopAEPion vTodopila £veon).

Tdtec: Meteyyelpntikdg movos: epdma vmoddpia Eveon).

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

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

Noa punv ypnotponoteitatl oe€ykova 1 Inralovocalma.

‘ 10. HMEPOMHNIA AHZHX

AHEH {unvag/étoc}
Metd to mpidTo dvorypa, drdpketo {ong 28 nuépeg

11. EIAIKEX XYNOHKEX AIATHPHXHX

DvAdooeTe TO PLOAISI00TO EMTEPIKO KOVTI.

12.  EIAIKEX TIPO®YAAZEIX AITOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN TTOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

AwofaoTe T0 QUALO 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

ATOKAEICTIKA Y10 KTNVIOTPIKT XP1ON.
Noa drotifeton pOVoV Ue KTNVINTPIKE GUVTOYT.

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

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

IpAovdia.

16. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/07/078/015 10 ml
EU/2/07/078/016 20 ml
EU/2/07/078/017 100 ml
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17. APIOMOZIAPTIAAZIIAPAT QI'HXE

TToaptida {apOuos}
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IMAHPO®OPIEX IIOY ITPEITEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

{Etwétao Yo grares tov, 100 mi}

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Rheumocam 5 mg/ml evéoipo dtdlvpa yio 6kbOAovE Kot YATEC
Meho&ucdun

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

Meho&waun 5 mg/ml
Ethanol (96%) 159.8 mg/ml

‘ 3. DOAPMAKOTEXNIKH MOP®H

Evéopo didAvpa.

4. YXYXKEYAXIA

100 ml

5.  EIAOX(H) ZQOY(QN)

XKOAOL KoL YOTEC.

| 6. ENAEIZH(EIX)

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

‘ 7. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

2K0A0G: MVOoCoKeEAETIKES droTapayEc: epamas vwodopia Evean.
Meteyyepntikog Tovog: epanas evoopAEPLan VTOdOPLO EVEDT).

Tdra: Meteyyeipntikdc movos: e@amas vrodopia EVEoT)

‘ 8. XPONOX ANAMONHX

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

Awfdocte To @OALO 0ONYIOV YPNOTG, TPV OO TN YPNOT.
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‘ 10. HMEPOMHNIA AHEHX

AHZEH {unvag/éroc}
Avpxera {ong petd 1o TpdTo dvorypa: 28 nuépeg.
Metd to mpadTo dvorypa, xprion £mg

11. EIAIKEX XYNOHKEX AIATHPHXHX

dvidcoete Tov Prodidlo oto eEmTEPKd KovTi

12.  EIAIKEZ [TIPO®YAAZEEIX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOZX
KTHNIATPIKOY ®APMAKEYTIKOY INIPOIONTOX 'H AAAQN YAIKON IOY
IMPOEPXONTAI AITO TO IMPOION,AN YITAPXOYN

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

13. OI AEEEIX «KAITIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HOEPIOPIZMOI IOY IZXYOYN ZXETIKA ME TH ATAOGEXH KAI TH XPHXH, av
vadapyovy

ATOKAEICTIKG Y10 KTNVIOTPIKT XP1ON.
Noa dtatifetat Lovov e KTNVINTPIKT GLUVTOYY.

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

Na pvidooetal o€ Béom, TV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

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

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

IpAovdia.

16. APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/2/07/078/017

17.  APIOMOZIAPTIAAXIIAPAT QI'HXE

Moptida {ap1Buoc}
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EAAXIXTEX TAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

{Etwcéta Yo grain tov 10 mlker 20 mi}

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 5 mg/ml evéoipo dtdlvpa yio 6kdAoVE Ko YATES
Melo&uchiun

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

Melo&waun 5 mg/mi

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

10 ml
20 mi

4. OAOX(OI) XOPHI'HXHX

Txohoc: IV 1) SC.

T'dro: SC

‘ 5. XPONOX ANAMONHX

‘ 6. APIOMOZX ITAPTIAAX

Lot {apOuoc}

‘ 7. HMEPOMHNIA AHEHX

EXP {unvag/étoc}
Metd to TpdTo dvorypa, ypnon £mg

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

ATOKAEICTIKA Y10 KTNVIOTPIKT XP1ON.
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

{Kovti pg grain tov 20 ml, 50 ml, 100 ml}

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Rheumocam 5 mg/ml evéoipo didlvpa yio foogldn kot yoipovg
Meho&ucdun

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

MeAo&kaun 5 mg/ml
Ethanol (96%) 159.8 mg/ml

3. DOAPMAKOTEXNIKH MOP®H

Evéoipo dtdiopa

4. YXYXKEYAXIA

20 ml,
50 ml,
100 ml,

5.  EIAOX(H) ZQOY(QN)

Boog1om] (Looyot kot veapd Boogldn) Kot yoipot

6. ENAEIZH(EIZ)

Boogwon:

Oéeleg avamvevoTiKég AotUOEELS.
Alappoteg o€ pdGyovg NAkiag peyaidtepng g 1 efdopdoag Kot 6 LooyideC.

Xoipou:
Mn poAvouatikéc TafneEIS TOL KIVITIKOD GLUGTILLOTOC.

Meteyyepntik0b TOV0L TOV GYETILETAL UE OEVTEPEVOVES YEPOVPYIKEG EMEUPACELS TOV LOAUKDV
16TAOV, OTWOC 0 EVVOLYLGLOC.

7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Boogon :
Epdmag SC 1 1V éveon.

e




Xoipot :
Epdanag IM éveon. Eqv arotteiton, pmopel va yiver pia dgvutepn yopnynon , Uetd omod 24
MpPEC.

Egdno& IM éveon mpv amd ™ yeipovpyikn enépPoon.

A®oTe TPocOyn 6ToL aKPIPN TPOSIOPIGUO TG dOGNG GTY| YPNoN KoTtdAAnia dofadiopuévng
GUPLYYOS KOL GTNV EKTIUNGT TOL GOUATIKOD Bapovg

AwPaote 10 POALO 0INYIOV XPNOTG, TPV ATO TN PN ON.

8. XPONOX ANAMONHX

Xpovog avapovig
Boosg1o1]: kpéag Kot edadtpot 1otol : 15 nuépeg,
Xoipou: kpéog kot edDOOL 16TOl : 5 NUEPES

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

AwfacTe T0 QUALO 0INYIOV ¥PNOTG, TPV GO TN YPT oM.

10. HMEPOMHNIA AHEHX

AHZEH {unvag/éroc}
Awdpketa {ong PeTd To TPpMTO Avorypo: 28 nuépec.
Metd to mpdTo dvorypa, xpron £mg

11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEX TIPO®YAAZEIX AITOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

Awfaocte To @OALO 0ONYIOV YPNOTG, TPV OO TN YPNON.

13.  OI AEEEIX «KAITIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HOEPIOPIZMOI MOY IZXYOYN XXETIKA ME TH ATAGEXH KAI TH XPHXH, av
vaapyovy

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNOM.
Noa d1atifetal Lovo e KINVIOTPIKT GUVTOYT|.

14.  OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OITOIA AEN BAEIIOYN KAI AEN
NNPOXEITIZOYN TA ITAIAIA»

Na puAdooetol og 06om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.
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‘ 15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

IpAavdio.

‘ 16. APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/2/07/078/018 20 ml
EU/2/07/078/019 50 ml
EU/2/07/078/020 100 ml

‘ 17. APIOMOZIAPTIAAXZITAPAT QI'HXE

TToaptida {apBuos}
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IMAHPO®OPIEX IIOY ITPEITEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

Etikéta Yo @uaieg Tov 100 mi

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 5 mg/ml evéoipo didlvpa yio foogldn kot yoipovg
Melo&uchiun

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

Meho&aun 5 mg/ml

‘ 3. DOAPMAKOTEXNIKH MOP®H

Evéoipo didlopa

4 YXYXKEYAXIA

100 ml

| 5. EIAOX(H) ZQOY(QN)

Booedon (pooyot ko veapd foogldn) Ko yoipot

| 6. ENAEIZH(ELY)

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

‘ 7. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Boosdn
SCN IV éveon.

Xoipot
IM éveon.

AwfacTe T0 QUALO 0INYIOV XPNOTG, TPV ATTO TN YPTON.

‘ 8. XPONOX ANAMONHX

Xpovog avapovig
Booegdn:kpéag kot edndipot 1otoi : 15 nuépeg,
Xoipot:kpéag Kot 0MOLOL 16TOl : 5 NUEPES
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9. EIAIKH(EY) ITPOEIAOITIOIHXH(EIXY), EAN EINAI AITAPAITHTH(EX)

AwfacTe T0 QUALO 0INYIOV XPNOTG, TPV A0 TN YPT oM.

10. HMEPOMHNIA AHEHX

EXP {unvag/étoc}
Metd to mpdTo dvorypa, xprion £mg

11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEX TIPO®YAAZEIX AITOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN TTOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

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

13.  OI AEEEIX «<AITIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZEMOI IIOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, AN
YIHAPXOYN

ATOKAEIOTIKA Y100 KTNVIOTPIKN (P1OM.
No drotifeton HOVo UE KTNVINTPIKT GUVTOYT.

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

Na puAdooetor o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta Tad1d.

15. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

IpAavdia.

16. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/07/078/020 100 ml

‘ 17.  APIOMOZITAPTIAAXIIAPATI' QI'HX

Lot {apOuoc}
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EAAXIXTEX TAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Etikéta o @uain tov 20 ml, 50 ml

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 5 mg/ml evéoipo didlvpa yio foogldn kot yoipovg
Melo&uchiun

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

Melo&waun 5 mg/mi

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

20 ml
50 mi

4. OAOX(OI) XOPHI'HXHX

Booegdn: SC 1 IV éveon

Xoipot: IM éveon

5. XPONOX ANAMONHX

Xpovog avapovig
Boosgdn:kpéag kot edodipot 1otoi : 15 nuépeg
Xoipotkpéag Kot dMOLOL 16TOl : 5 NUEPES

‘ 6. APIOMOZX ITAPTIAAX

Lot {apOuoc}

‘ 7. HMEPOMHNIA AHEHX

EXP {unvag/étoc}
Metd to TpdTo dvorypa, ypron £mg

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

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

KOVTiamo yopTéve

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Rheumocam 330 mg,kdkkovg yio dhoya.
MeAo&Kaun.

2. YXYNGOEXH XE APAXTIKH(EYX) OYXIA(EYX)

Kabepaxerdi tepiéyet: 330mg pelo&ikaung.

3. DOAPMAKOTEXNIKH MOP®H

Koxkoiloepakehdxt.

4. YXYXKEYAXIA

100 pakerdxia.
10 paxerdxio.

5.  EIAOX(H) ZQOY(QN)

Aloya.

| 6. ENAEIZH(ELL)

‘ 7. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Me v tpoon.
Awfaote T0 POALO 0INYIOV XPNOTG, TPV ATO TN PN ON.

‘ 8. XPONOX ANAMONHX

Xpovog avapovig

Kpéag kot edmdpot wotoi: 3 nuépec.

Agv emTPENETOL 1] XPTOT OE YOAAKTOTAPAY®YE (Mo TO 0Tole, TOPBEyoLV YAA YioL ovOpdTIVY
KATOvAA®oT).

9. EIAIKH(EX) ITPOEIAOIIOIHXZH(EIY), EAN EINAI ATIAPAITHTH(EYX)
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Ka0e paxeliokocmepiéyeipio d6onyla Eva ahoyomov Cuyilovv petaH500-600 kgior ) 06omdevia
TpEmeva, Ol0pedel GEUIKPOTEPES OOGELS.

10. HMEPOMHNIA AHEHX

ARE. {uvag/érog}

11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEZ TIPO®YAAZEEIX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY INIPOIONTOX 'H AAAQN YAIKON IOY
IMPOEPXONTAI AITO TO IMPOION,AN YITAPXOYN

Amopprym: PA.ecOKAEIGTO POAO OONYIDY YPNOTG.

13. OI AEEEIX «KAITIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HOEPIOPIZMOI IOY IZXYOYN ZXETIKA ME TH ATAOGEXH KAI TH XPHXH, av
vadapyovy

ATOKAEICTIKG Y10 KTNVIOTPIKT XP1ON.
Noa dtatifetat Lovov e KTNVINTPIKT GLUVTOYY.

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

Na pvidooetal o€ Béom, TV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

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

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

IpAovdia.

16. APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/2/07/078/021, 100 paxeldxtio.
EU/2/07/078/026, 10 pakerdkia.

17.  APIOMOZITAPTIAAXIIAPAT' QI'HX

Moptida {ap1Buoc}
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EAAXIXTEX TAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

PUKEALIKL

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam330 mg,kdkkovg yia dAoya.
meho&kaun.

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

Melo&ucaun 330 mg.

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

| 4. OAOX(OI) XOPHTHZHE

Me v Tpoon.

5. XPONOX ANAMONHX

XpOvog avapovig:

Kpéag kan edmdipot 1otoi: 3 nuépec.

Agv emTpéneTaL 1) P01 OE YOAUKTOTOPAY®YA (DA T OTOi0 TOPAYOLY YAAM Yo avOpmITIVI
KATOVOA®OT).

‘ 6. APIOMOZX ITAPTIAAX

Lot {op1Buoc}.

‘ 7. HMEPOMHNIA AHEHX

EXP {unvoag/étoc}.

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

ATOKAEIOTIKA Y10 KTNVINTPIKT XP1ON.
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IMAHPO®OPIEX IIOY ITPEITEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

{Kovti pg @uain tov 3 ml, 5 ml, 10 ml 415ml}

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 0,5 mg/ml tocipo evardpnpo yo, yoteg
pero&ikdpng

| 2. LYNOEXIH IE APAXTIKH(EX) OYEIA(EY)

Meho&aun 0,5 mg/ml

‘ 3. OAPMAKOTEXNIKH MOP®H

[Téc10 evoumpnLa.

4, YYXKEYAXIA

3ml
5 ml
10 mi
15 mi

5.  EIAOX(H) ZQOY(QN)

Tditeg

| 6. ENAEIZH(EIX)

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

Avakwvnote koAl Tpv omd T (pnon.
Amo6 oTtoOUATOC YOpNyNon.
Awfaote T0 POALO 0INYIOV XPNOTG, TPV ATO TN PN ON.

‘ 8. XPONOX ANAMONHX

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

AwfaoTe T0 QUALO 0ONYIOV ¥PNOTG, TPV OO TH XPNON.
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‘ 10. HMEPOMHNIA AHZHX

Ang. {pmvag/étoc}

3ml: Metd to mpdTO dvorypa, xpron eviog 14 nuepmv.
5 ml: Metd to mpdTO dvorypa, xpnon eviog 14 nuepmv.
10 ml: Metd to TpdTO dvorypa, ¥prion eviog 6 Unvav.
15 ml: Metd T0 TPMTO AVOLY[LO, XPNOM EVTOG 6 UNVOV.

11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEX TIPO®YAAZEEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AIIO TO MPOION,AN YITAPXOYN

AwfaoTe TO PUALO 0ONYIDV XPNOTG, TPV OO TN ¥PNON.

13.  OI AEEEIZX «<AITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIZMOI MTOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VAGPYOVY

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.
Noa drotifeton pOVoV Ue KTNVINTPIKH GUVTOYT.

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

Na pvrdooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALd1d.

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

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

IpAovdio.

16. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/07/078/022 10 ml
EU/2/07/078/023 15 ml
EU/2/07/078/024 3ml
EU/2/07/078/025 5ml

‘ 17.  APIOMOZITAPTIAAXIIAPATI' QI'HX

Moptida {ap1Bupoc}
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EAAXIXTEX TAHPO®OPIEX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

{Etwéta yro ouadn tov 3 ml, 5ml, 10ml, 15ml}

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 0,5 mg/ml tocipo evaudpnpuo yo, yoteg
pero&ikdpng

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

Melo&waun 0,5 mg/ml

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

3ml
5ml
10 mi
15 ml

4. OAOX(OI) XOPHI'HXHX

Amo6 otoOuaTOC Yopnynon.

‘ 5. XPONOX ANAMONHX

‘ 6. APIOMOZX ITAPTIAOX

TToptida {apOuoes}

‘ 7. HMEPOMHNIA AHEHX

EXP {unvag/étoc}

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

ATOKAEICTIKA Y10 KTNVIOTPIKT XP1ON.
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B. ®YAAO OAHI'IQN XPHXHX
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OYAAO OAHI'TQN XPHXHX
Rheumocam 1,5 mg/ml nécipo evaidpnuo yio, 6kOAoVE

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAX KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAY TAPAT'QI'HX T1IOY EINAI YIIEY®OYNOZX I'TA THN
AITIOAEEMEYZXH HAPTIAQN XTON EOX, EO@OXON EINAI ATA®OPETIKOI

Kétoyoc tne ddstag kukAopopiackot tapaywyds vrevfuvog yio Ty omelevfEpmon TV TopTidwy
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Iphovdio.

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 1,5 mg/ml nécipo evaidpnuo yio 6kOAoE

3. YYNGOEXH XE APAXTIKO(A) XYETATIKO(A) KAI AAAEX OYXIEX

‘Eva ml mepiéyet: 1,5 mg pero&ikapung
5 mg Bevloikob vatpiov

4/  ENAEIZH(EIXL)

Koatampdoven g eAeYHOVIE KAl TOL TOVOV, TOGO OTIG 0&elec 000 Kl OTIC YPOVIEG LVOOKEAETIKEG
STAPAYES. GTOVG GKOAMV.

5. ANTENAEIZEIX

Na pn ypnoiponoteital e £ykva 1 yohovyovvto {da.

Noa punv yopnyeiton o€ {0 e YOOTPEVTEPIKA TPOPAHATA OTTMC, EPEOIGLOC Kal arpoppayic, LELOUEVT
NTOATIKY, KOPOLOK 1] VEQPIKT] AELTOVPYIO KOl GUOPPOYIKES OLOTAPAYES.

Na pn ypnoiponoteital o€ tepinTmon vaePELOICONGING 6T SPAUCTIKT 0VGiN 1| G€ KATO10 Ad Ta.
£KO0y L.

Agv mpénet va yopnyeitol 6 oKOAOVS NAKIG LKpOTEPNS TV 6 €fdoUddmV.

6. ANEINNIOYMHTEX ENEPI'EIEX

Tomég avemBOunTeg evépyeieg twv MEAD 6mwg 1 andAela TG OpeEng, 0 EUETOG, 1 d1dppota, {yvn
OilOTOC 6TO KOTTPOVa, ABOPYOKUL VEQPIKT AVETAPKELD, EXOVV avapepOel cTopadiKd.

e 10u{TEPO OTAVIEG TEPITTOCELS £XOVV avaPePDEl aoppayIKT SIAPPOLD, OLUOTEUEST], YOOTPEVTIEPIKA
€Mk ko ovénuéva nroticd Evivpa.

Avtég o avemBOunTeg evépyeteg cupPaivouy péca oty Tpdt efdopdda g Bepameiog Kot eivar 6TIC
TEPIOCOTEPEG TEPIMTMGELS TAPOOIKEG KO TOPEPYOVTAL LETE TN Slakonn Tng Bepameiog, aAld ot
OTAVIEG TEPIMTAOOELG Umopel va eivar cofapég 1 Bavatedopec.

Edv mapommpnoete avembount evépyeto,daxdyte ) Bepomeio kKot avalntiote cuUBovAn
KTNVidTpov.

Edv mopatnpnoete omoladnmote coPfapn 1 GAAN avemBOUNTn EVEPYELD TOV OVOPEPETOL GTO TAPOV
@OALO OOMYIDV YPNONG, TAPAKAAEIGHE VO EVIUEPDOETE GYETIKMG TOV KTNVIATPO GOG.
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H ovyvotnta gpedviong tov avembountov evepysimv kabopiletor ®g akoAovbwng:

- oAV cvyvn (tepiocdtepo amd 1 ota 10 {da mapovstdlovy avemBounTeg evEpyeLEg KaTd T
duapxeta tng Bepameiog)

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

- un ovvnBopévn (tepiocdtepo amd 1 adAdd Aryotepo amd 10 {ma ota 1.000 vrd Beponeio {ha)
- onavia (meplocotepo amd 1 aldd Aryotepo amd 10 {da ota 10.000 vid Beponeia {ha)

- oAb omdvia (Arydtepo amo 1 ota 10.000 vid Bepancio {da, copmeprlopuPovopévav Tmv
LELOVOUEVOV OVOPOPDOV)

7. EIAH ZQQN

YO oL

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

Avakivinote KaAd Tptv T (PN oT). XOPNYEITOL AVOUEUELYLEVO OTNV TPOPT.

AmopevyeTe TNV ElG0Y®YN HOAVVONG KATA TN XPNoN.

Apywn| Bepameia eivor po pdma 66om tov 0,2 mg pelo&ikdung/kg copotikod Bapovg katd v
wpmtn Nuépa. H Bepaneio amd to otopa tpénet va cvveyiletor kabnuepvd (e pecodactripoto 24
®pOV) 61N cuvnpnriky 86om tov 0,1 mg pelo&ikdung/kg copotikod Bapoug.

To evardpnua pmopet vo xopnynobel xpno1LoTotdVTag Tr 60GOUETPIKN CUPLYYO TTOL TAPEXETOL GTN
ovokevaoio. H oOpryya éxel khpoka 1 onoio avTicToyEl GTOV OTOLTOVUEVO OYKO.

O ax6Aov00o¢ Tivokag 00G0A0YIOC VITOSEIKVDEL TOV YOPTYOVUEVO OYKO avaAOYa, (e TO PEpog Tov
oKOAOL:

Yopotiko Bapog (kg) Aéon cuvtipnong (ml)
75 0.5

15 1

22.5 1.5

30 2

37.5 2.5

45 3

52.5 3.5

60 4

Koatd v tpot npépa, Oa amairtn el n durhdcia d6on amd ekeivn TG 606MC GLVTIPNOTG.
o bag mopatnpeital fertioon o€ 3 - 4 nuépec. H Bepamneia, mpémetl va d1akoOTTETOL LETA AT
10 npépeg to oA, av dev mapotnpndel eppavig ertimon g KAMVIKNG EKOVOLC.
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Hopoxkariodpe akorov06TE TO TUPIKATO PripaTo:

Bnua 1. Ipwv amd ) xpion Bnua 20, Torobethote 0

Rheumocam yia Tpdt popd va. KUKAKO TAAGTIKO €vOeTO péca
BeParwbeite 611 £xeTe TO & Wj' 07O MO0 TNG PLAANG Kot TECTE =
UTOVKAM, TAOGTIKO £vOETO INg TPOG TO, KATWO UEYPL VoL =

oAk kou T GVOpryyol | acpaiicel ot B€on. Moig —
eykotaotadei, £vheto dev Oa
YPEWOTEL Vo apaipebet.

Bnua 3. Avtikotootiote 10 Bnua 4. T'vpiote ) @rodn pe

KOTAKL TOV PTOVKOALOD KO A ovpryya ot Béon avamoda Kot
avakwnote kaid. Bydite to £ 9 apyd amocpeTaL TO ELPOrO 19,5
KOTTAKL TNG OLIANG Ko 2N péxpL n amortovpevn d0don ivat "gﬁ&;;\‘
TomoHETNOTE TN GUPLYYA OTN TPOPAVTG. \ |
oL mélovtag EAappa To dKpo .
puéca oty TpHmO.

Bnua 5. I'vpiote t oo / s Bnua 6. ITiéote to éuporo .
ovpLYYa LE TO GOGTO TPOTO KoL péxpL éxovv Ola ta mepLEXOLEVL
LE 10 TEPIOTPOPIKT Kivnon S ™G ovpLyyog £xovv dtaveunel (3 &
Byéikte T GOPLYYO OIS TN PLIAN >Y oTNV TPOPN ,/‘/%'

(1) Aev 1oyder £av o TAaoTikd £vBeTo KuKAKN ival 1O TomoBeTnuévo.

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

[dwaitepn mpocoyn mpémel va Aappdvetot og 0Tl apopd TNV akpiPr yopnynon g d0omng.
IMopakadeiche vo akorovBeite TPOGEKTIKA TIC 00T YIEC TOV KTNVIATPOUL.

10. XPONOX ANAMONHZX

Agv 1oyVet.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Agv vTapyovv 181KEG 0dNYieg S10THPNONG Y10 AVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.

Na puAdooetor og 0éom, TV omoia dgv PAETOLY KoL dev Tpoceyyilovv Ta Tad1d.

Na pn ypnoiponoteital petd amd v nuepounvio Anéng (AHEH/EXP) mov avaypdeetotl 6To KouTi Kot
TN QLIAN.

12, EIAIKH(EX) TPOEIAOIIOIHXH(EIX)

Edv mapoatnpnBovv mapevépyeieg, tote mpémel va draxomtetor ) Oepomeio kat va {nnbei n copfovin
KTNVIATpov. No amo@edyeTaL 1] XPTiOT) TOV GE APLIATOUEVA, VTOYKOLUKE, VTOTACIKA (M0, Kabmg
VILAPYEL EVOEXOUEVOS KIVOLVOG ENEVIG TOETKMONG TOV VEQPOV.AVTO TO TPOTOV Yio 6KOAOVG, dev Oal
TPEMEL VO YPTCUOTOEITOL OE YATES, KOOMG dgV elval KATAAANAO Yo ¥p1ioN o€ aVTO TO €100G. XTIg
yazeg, Oa mpénet va ypnotponoteiton o Rheumocam 0,5 mg/ml ndéoiuo evoidpnua yio ydrec.

Ao MEAD, 5100pNTIKA, OVTITNKTIKA, GUIVOYAVKOGIOKG avTIBLOTIKG Kol OVGIEG Le VYNAT déouevon

TPOTEIVOV, Uopel vo avtaymvifovtal ot 6Ecuevon kat vo 0dnyolv £tot o€ toékég avtidpdoeic. To
Rheumocam dev mpémet va yopnyeitar pe GAho MEA®D 1) YAUKOKOPTIKOGTEPOELDT.
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IIponynBeica Bepomeio pe avTIPAEYILOVMOIELG 0VGIEC pmopel va 0dNyNoEL og emmpOceTEC N
EMOVENUEVES AVETBOUNTEC EVEPYEIEC KO KOTA GUVETELD, B0l TPETEL VOL SIOKOTTETOL 1] YOPN Y101 QVTMOV
TOV KTNVIOTPIKOV TPOIOVTIOV Y1 £VO YPOVIKO SIAGTNLO, TOVAGYIOTOV 240V POV, TPV OO TNV
évapén g Bepameiog. [lapdra avtd 1 xpovikn mepiodog and v Tponyodevrn Bepaneio uéyptl Tnv
évapén g véag Bepameiag, Ba eEaptnOel and T POPUAKOKIVITIKEG WOLOTNTES TOV KTIVIATPIK®DY
TPOIOVTOV TOL glyav ypnoiporombel Tponyovpévamg.

Y€ TEPIMTAOCELS VTEPIOGOAOYING TPETEL VO, YOPNYELTAL GVUTTOUATIKY Ogpameia.

Atopa pe damotopévn vaepevoictnocio ota MEAD, Tpénet vo amoedyouy TV EXAPN UE TO
KTNVIOTPIKO QOPUAUKEVTIKO TPOTOV.

Xe mepinTon Tuyaicg KoTamoons, va avalntioste apuéons wTptkn Pondela kot vo emideiete otov
10TPO TO PUALO OONYIDV YPNCEWMG 1) TNV ETIKETO TOV PUPHAKOL.

13. EIAIKEX IPO®YAAZEEIX AITOPPIYHX ENOX XPHEXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITIO TH XPHXH TOY ITPOIONTOX

Kda0e pun ypnoyomonév KTnviatpikd eoprakenTIKO TPoidv 1 U xpNotonom0Evto VITOAEIUUATH ToV
TPEMEL VO ATOPPITTOVTOL COLPOVA LE TIC KATA TOTOV 16YVOVGES S1OTAEELS.

14, HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Aentopepeic mAnpoopieg yio Tov Tapov mpoidv drotifevian otov diktvoakd Tdémo tov Evpomaikov
Opyaviopot Gopudkmv ot digvbvven (http://www.ema.europa.eu)

15. AAAEX IIAHPO®OPIEX

Na yopryeital LOvVov e KTNVIOTPIKT GLVTAYY.

D1éAn tov 15, 42, 100 1 200 ml pe 560 cvpryyec.

Mmnopei va, unv KoKAOQPOpOUV OAEG 0L GLOKEVAGIES.

I"o omoladnmote TANPOPOPio GYETIKA PE TO TUPOV KTNVINTPLIKO PAPHOKEVLTIKO TPOiOV, TapaKoAeicOe
va anevBvvOeite GTOV TOTIKO AVTITPOCHTO TOV KATOYXOL TNG AOELS KLKAOQOPING.
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Belgié/Belgique/Belgien
Kela Veterinaria nv/sa
T:+32 378063 90

E: info.vet@kela.health

Peny06smmka bearapus

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Ceska republika

Mistni zastupce drZitele rozhodnuti o registraci:

Orion Pharma s.r.o.
orion@orionpharma.cz

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredenshorg

Deutschland

Alfavet Tierarzneimittel GmbH
Leinestr. 32

24539 Neumdinster
Deutschland

Eesti

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106

EApGoa

KANAHAIAH AE

Aewo. Koung & HAéktpag 4p
15122 Mapovot, Attikn, EAAGSa
TnA.: +30 210 6910311

e-mail: info@candilagro.gr

Espaiia

Fatro Ibérica S.L.
Constitucion 1. PB 3
08960 Sant Just Desvern.
Barcelona. ESPANA

France

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788
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Lietuva

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106

Luxembourg/Luxemburg
Kela Veterinaria nv/sa

T: +32 37806390

E: info.vet@kela.health

Magyarorszag
Tolnagro Allatgy6gyéaszati Kft.
7100 Szekszard, Rakoczi u. 142-146.

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Nederland

Kela Veterinaria nv/sa
T:+32 378063 90

E: info.vet@kela.health

Norge

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Polska

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Portugal

MEDINFAR- SOROLOGICO- PRODUTOS
E EQUIPAMENTOS, S.A.

Rua Henrigue Paiva Couceiro, 27

Venda Nova , 2704-006 Amadora

Portugal


mailto:orion@orionpharma.cz

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

island
Icepharma hf,
Lynghalsi 13,
110 Reykjavik
Iceland

Italia

Teknofarma S.r.l.

Strada Comunale da Bertolla all’ Abbadia di
Stura, 14

10156 Torino

ITALIA

Kvbmpog

VTN Veterinary and Pharmacy Ltd.
PO Box 23886

CY1687

Nicosia

Cyprus

Latvija

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106
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Romaénia

SC Montero Vet SRL
Str, Celofibrei nr. 25-27,
Bragadiru, llfov,

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Slovenska republika

Miestny zastupca drzitel'a rozhodnutia o
registracii:

Orion Pharma s.r.o.
orion@orionpharma.sk

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788


mailto:orion@orionpharma.sk

DOYAAO OAHI'TQN XPHXHX
Rheumocam 1 mg poocopeva diokia 1o GKOAOVG
Rheumocam 2,5 mg pocouevo diokia yio. 6GKOAOVG

1. ONOMA KAI AIEYGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX TTAPAT'QTHX ITIOY EINAI YHIEY®OYNOX I'TA THN
AIIOAEXMEYXH ITAPTIAQN XTON EOX, E©OOXON EINAI AIA®OPETIKOI

Kétoyoc tne ddstag kukAopopiackot tapaywyds vrevfuvog yio Ty amelevfEpmon TV mopTidwy
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Iphovdio.

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 1 mg poocopeva diokia 1o GKOAOVG
Rheumocam 2,5 mg poocouevo Siokia Y10, 6GKOAOVG

3. LYNOEXH XE APAXTIKO(A) ZYXTATIKO(A) KAI AAAEX OYZIEX
‘Eva pocopevo diokio mepiéyet:

ApPUGSTIKO GVGTUTIKO:
Meho&aun 1mg
Melo&ucaun 2,5mg

4/  ENAEIZH(EIXL)

Kotanpdovon g pAeypovig kot Tov Tovov, 1060 OTIG 0EElEG 000 Kol OTLG XPOVIEC WDOCKEAETIKEG
SLTOPAYEC. TOVOKOAWDY

5 ANTENAEIZEIX

Na pn ypnoiponoteital e £ykva 1 yohovyovvto {da.

Na unv yopnyeital og {da pe yooTpevieptkd TpoPfinuate énwc, epedioudc kan apoppayio, HEWUEVN
NTOATIKY, KOPOLOKT 1] VEQPIKT] AELTOVPYIO KOl UOPPOYIKES OLOTAPAYES.

Na pn ypnoiponoteital e mepintmon vrepevausnciog otn dpAcTIKN OVGio 1 G€ KATO10 amd To
£Kdoy0L.

Na unv yopnyeital 6g oxdAovg NAKiog HKpOTEPNS TV 6 EG0UASWOV 1] COUOTIKOD BApOvg
kpotepov tov 4kg.

6. ANEINNIOYMHTEX ENEPTEIEX

Tomikéc avemBounteg evépyeieg tov MEA®D dnwg n andieln 6peéng, 0 EUETOC, 1) O1dppola, tyvn
aipatog ot KOTpava, ANBapYos, Kol VEQPIKN avemdpKelo Exovv avapepBel omopadikd. e Wiaitepa
OTAVIEG TEPIMTMOGELG EYOVV OVOPEPDEL aLLOPPaYIKT SLAPPOLA, OULLATELEST), YOGTPEVTEPIKA EAKN KoL

avénuéva nroatikd Evivpa.
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AvTég o1 avemBOunTEG evépYELeg, cuuPaivouy péca oty mTpdTn efdopdoa e Bepaneiog kot sivat,
OTIC TEPLOCOTEPES MEPUTTDCELS, TOPOSIKES KO TAPEPYOVTOL LETA TN dlaKonY| TG Bepamneiog, aAld o€
OTAVIEC TEPIMTAOOELG Uopel va eivar cofapég 1 Bavatmedpeg.

Edv mopatnpnoete avembount evépyela,dtaxoyte T Oepaneio kot avalnmote cupBovin
KTNVIATPOL

Edv mapotnpioete omoladnmote coPapn 1 GAAN avemBOunTN EVEPYELL TTOL OEV OVAPEPETAL GTO TOPOV
@OALO 0OMY1DV YPNONG, TOPAKAAEIGHE VO EVIUEPDCETE GYETIKMG TOV KTNVIATPO GOGC.

H ocvyvomta epedviong tov avembountov evepyeimv kabopiletar wg akorovOwc:

- oA ovyvn (eprocdTepo amd 1 ota 10 {da Tapovctdlovy avemBOUNTEG EVEPYEIEG KOTA TN
dudpxeta tng Oepameiog)

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

- un ovvnOepévn (tepiocdtepo amd 1 aldd Atydtepo amd 10 {da ota 1.000 vrd Oepancio {ma)

- omdvia (meplocotepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Bepomeio {Ha)

- moAb omdvia (Arydtepo amo 1 oto 10.000 vid Bepaneio {da, copneprlapuPovopévayv Tmv
LELOVOUEVAOV AVOPOPDV)

7. EIAH ZQQN
YKxOAOL

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

Apyun Bepameia eivor po pdma 66om tov 0,2 mg pelo&ikdung/kg copotikod Bapovg katd v
TPAOTN NMUEPQL.

H Bepaneia amd to otopa TpEnet va, cuveyiletal kabnuepva (e pecodootnuate 24 opdv) ot
cuvnpntikh d6on tav 0,1 mg pelo&ikaung/kg copatikod Bapovc.

Kdabe pacmpevo diokio mepiéyet eite 1 mg gite 2,5 Mg peAo&kapung, 1a omoia avIiGTOr(ovV OTN
ovvnpntikn doon yio 10 Kg copatikov Bépovg, 1 yio éva okdro 25 kg copatikod Bapovg
avtiocToya.

Kdabe pacmpevodiokio, propet va ympiobel oe dvo puépn yio akpPEctepo VTOAOYIGHO TG dOONG,
OOUEMVO UE TO OTOUKO GOUATIKO Bapovg Tov {dov. Ta Rheumocam poocoevo diokio uropovv vo,
yopnynBovv pe N yopic Tpoen, ivarl opmUATKE Kot TPOoGALUPavovTal EKODGIO aTd

TOVG TEPLGGOTEPOVS GKVUAOVG,.

A0GOLOYIKO GYNLLOL Y10 TN CLVTNPT TIKN dOGN:

Yopatikd Bapog ApBuodc pacopeveov ma/kg
(ka) dloKimv
1 mg 2,5mg
4.0-7.0 Y 0.13-0.1
7.1-10.0 1 0.14-0.1
10.1-15.0 1% 0.15-0.1
15.1-20.0 2 0.13-0.1
20.1-25.0 1 0.12-0.1
25.1-35.0 1% 0.15-0.1
35.1-50.0 2 0.14-0.1

H ypnon Tov Rheumocam moéoio evoudpnpo. yro. 6KOAoVE, Uropel va xpnotomom el yio, pio, okoun
TEPIGGOTEPO OKPPN Yoprynom g d6one. I'a oxviovg cmpotikod Bapovg pkpdtepov tav 4 Kg,
ouvvioTdTol 1 xpnon Tov Rheumocam moéoio evoumpniua Yo GKOAOVYG
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Xovnbwg mapatnpeitan Bertioon oe 3-4 nuépec. H OBepaneio mpénel va dtokdnteTon petd omd 10
NUEPES TO TOAD, av dev TapotnpnOel eppovig Pertioon g KMVIKNG EIKOVAG.
9. OAHT'IEX T'TA TH ZQXTH XOPHI'HXH

IMa v amoeuyn vepdocoroyiag va kabopiletor axpifmg 10 copatKo PApog ToL GKOAOV.

10. XPONOX ANAMONHX

Agv 1oyVet.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Agv vTapyovv 101KEG 0d1Yieg S10THPNOTG Y10 GVTO TO KTNVIUTPIKO QUPUAKEVTIKO TPOTOV.
Na puAdooetor o Béom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta Tad1d.

12, EIAIKH(EX) TPOEIAOIIOIHXH(EIX)

Ewwn [IpoeuidEeic katd n ypron oe {da

Edv mopatnpnBovv avemBounteg evépyeleg, 10te mpémnel va dakomteTo 1) Oepameio Kot vo {ntnoein
GLUPOVAT KTNVIATPOV.

Noa amo@edyetat 1 ¥p1o1N TOV GE APLIATWUEVO, VITOYKALULIKE, VTOTAGIKA (M, KaBdG vITdpyeL
EVOEYOUEVOC KIVOUVOG aENIEVIC TOETKMONG TOV VEQPOD.

Ewwéc [Tpogurdéeic mov mpénet va Aapfdvovior amd to GToo Tov yopnyel TO TPOidV

Atopa pe demotopévn vaepevoictnocio ota MEAD, Tpénet vo amoedyovV TV ETAPN UE TO
KTNVIOTPIKO QOPUUKEVTIKO TPOTOV.

e mepinton Tuyaiog Katdmoong, vo avalntioete apéons aTptkn fondeia kot va emdeitete otov
10TPO TO GUALO OOMYIDV ¥PNCEMG N TNV ETIKETO, TOL PAPUAKOV.

Xpnomn Kotd TNy Kunon 1n T yoAovyio tnv
BA.KEOAAAIO ANTENAEIZEIX

AMNAETOPAOEIC PUE GAAD QAPUAKEVTIKA TPOTOVTO KOl GALEG LOPQEG AAANAETIOPAIOTG

Alho MEAD, d100pNTIKE, OVTITNKTIKA, OLIVOYAVKOGIOKA OVTIPLOTIKA Kol OVGIES [Le VYNAT 0EGUEVON
TPOTEIVOV, UTOopel Vo avtaymvifovtal ot 6£cuevon kot vo 0dnyolv £tot o€ Toucég avtidpdoeic. To
Rheumocam dev mpémet va yopryeitar pe dAlo MEAD 1] yYAUKOKOPTIKOGTEPOELDN.

IIponynBeica Bepomeio pe avTipAEYLOVMDIELS 0VGiEC, umopel va 0dNyNoeL o€ emmpdehetes 1
EMOVENUEVEG AVETIBOUNTEG EVEPYEIEG KO KOTA GUVETELY Bt TPEMEL VO, STOKOTTETAL 1) YOPTYNOT| CVTAOV
TOV KTNVILTPIKOV QUPUOKELTIKMY TPOTOVTOV Y1 EVOL YPOVIKO SIAGTNLUO, TOVAGYIGTOV 240V POV,
wpwv omd v évopén g Oepaneioc. [Tapoia avtd, 1 ¥POVIKN TEPIOSOG GO TV TPOTYOOLEVT|
Oepaneia péxpt v évapén g véag Bepameiag, Oa eEaptn el amd TIG POPUOKOKIVITIKES 1O1OTNTEG
QUTAOV TOV KTNVIATPIKOV TPOIOVI®V oV giyav ypnoiporotn el Tpornyovpuévac.

Y7repdocoroyia (CUUTTOUOTA, LETPO AVTIUETAOTIONG, OVTIIO0TO)
Y& mepintoTn VTEPSOGOAOYING TPETEL Vo yopnyNOel copntmpatikn Beponeia.
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13. EIAIKEX ITIPO®YAAEZEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AITIO TH XPHXH TOY ITPOIONTOX

Ka0e pn ypnoipomomBév ktviatpikd QuprokeLTiKo Tpotov 1 Un xpNoLonom0Evta vToleippatd Tov
TPEMEL VO ATOPPITTOVTIOL COLPOVA LE TIC KATA TOTOV 16YVOVGES S10TAEELS.

14, HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Aentopepeic mAnpoeopieg yio to Tapdv Tpoidv diatibevtol otov diktvakd ToOmo tov Evpwmnaikon
Opyaviopot ®opudkmv ot digvbvven(http://www.ema.europa.eu).

15. AAAEX ITIAHPO®OPIEX
20 dokio
100 dwokio

Mmropei va, unv KoKAOPOpPOUV OAEG 0L GLOKEVAGIES.

IMo omoladnmote TANPOPOPio. GYETIKA LE TO TUPOV KTNVINTPLIKO PAPHOKEVLTIKO TPOiOV, TapaKoAeicOe
va amevBuvheite GTOV TOTIKO AVTITPOGMITO TOV KATOYOL TG AOEL0S KUKAOPOPING.
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Belgié/Belgique/Belgien
Kela Veterinaria nv/sa
T: +32 378063 90

E: info.vet@kela.health

Bbbarapus

ASKLEP-PHARMA LIMITED,
ShopNo3 & 4

bl.711A, Lulin-7 complex, Sofia 1324,

Ceska republika

Mistni z&stupce drzitele rozhodnuti
0 registraci:

Orion Pharma s.r.o.
orion@orionpharma.cz

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Deutschland

Alfavet Tierarzneimittel GmbH
Leinestr. 32

24539 Neumunster
Deutschland

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

EA0LGoa

KANAHAIAH AE

Aewo. Kbune & Hiéktpag 4
15122 Mapovot, Attikn, EAAGSa
TnA.: +30 210 6910311

e-mail: info@candilagro.gr

Espafia

Fatro Ibérica S.L.
Constitucion 1. P.B. 3
08960 Sant Just Desvern.
Barcelona (ESPANA)

Frpnce
DOMES PHARMA FR -
57 Rue des Bardines —
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Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Luxembourg/Luxemburg
Kela Veterinaria nv/sa

T: 43237806390

E: info.vet@kela.health

Magyarorszag
Magyarorszagi kepviselet:
Orion Pharma Kift,

1139 Budapest,

Pap Kéroly u. 4-6

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Nederland

Kela Veterinaria nv/sa
T: 43237806390

E: info.vet@kela.health

Norge

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Austria

Polska

Przedstawiciel lokalny:

Orion Pharma Poland Sp. z o.0.

ul. Fabryczna 5A,

00-446 Warszawa

Tel/fax: +48 22 833 31 77, +48 22 832 10 36

Portugal )
MEDINFAR- SOROLOGICO- PRODUTOS
E EQUIPAMENTOS, S.A.


mailto:orion@orionpharma.cz
mailto:info@candilagro.gr

63370 LEMPDES - FRANCE

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

island

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Italia

Teknofarma S.r.l.

Strada Comunale da Bertolla all’ Abbadia di
Stura, 14

10156 Torino

ITALIA

Kvmpog

VTN Veterinary and Pharmacy Ltd.
PO Box 23886

CY1687

Nicosia

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

101

Rua Henrigue Paiva Couceiro, 27
Venda Nova , 2704-006 Amadora
Portugal

Roméania

SC Montero Vet SRL
Str, Celofibrei nr. 25-27,
Bragadiru, llfov,
Romania

Slovenija
Predstavnik:
IRIS d.o.o0.

1000 Ljubljana
Cesta v Gorice 8

Slovenska republika

Miestny zastupca drzitel’'a rozhodnutia o registracii:
Orion Pharma s.r.o.

orion@orionpharma.sk

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788


mailto:orion@orionpharma.sk

OYAAO OAHI'TQN XPHXHX
Rheumocam 15 mg/ml ndéciuo evoudpnua yio dAoyo

1. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX TTAPATQI'HX T10Y EINAI YIIEY®OYNOX I'TA THN
AIIOAEXMEYXH ITAPTIAQN XTON EOX, E©OOXON EINAI AIA®OPETIKOI

Kétoyoc tne ddstag kukAopopiackot tapaywyds vrevfuvog yio Ty omelevfEpmon TV TopTidwy
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Iphovdio.

2. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Rheumocam 15 mg/ml néoipo evoudpnua yio dAoya
Meho&ucdun

gl XYNOEXH XE APAXTIKO(A) XYXTATIKO(A) KAI AAAEX OYXIEX

‘Eva ml mepiéyet:
Meho&wdiun 15 mg
Sodiumbenzoate 5mg

4, ENAEIZH(EIXL)

Kotanpdoven g pAeyHovig Kol avaKoUPLoT) TOV TOVOL, TG0 o€ 0&eieg, OG0 Kal G YPOVIES
HVOCKEAETIKEG dLOTaPAYEG OE AAOYAL.

5. ANTENAEIZEIX

Na un ypnoiponoteital € £YKveg 1 YoAovyovoeg popPadec.

Na pn ypnoiponoteital 6 GA0Y0 TOL TAGYOLY A0 YOTTPEVIEPIKES SLOTAPAYES, OGS PAEYLLOVT] KoL
Oloppayia, HEWOUEVT NTOTIKY, KOPOLOKN 1 VEQPIKN AElTovpyio Kot atpoppayikéc dtatapayec. No un
YPTCULOTOLEITAL GE TIEPIMTM®ON LIEPEVAITONGIOG GTN OPACTIKY 0LGIO 1 0 KATO10 Ad T £KS0YO.
Na pn ypnoiponoteital 6g dGAoyo nAKiog pKpotepng Tv 6 foopadmy.

6. ANEINNIOYMHTEX ENEPTEIEX

X KMVIKEG OOKIUEG, TopaTnPONKOY LEUOVOUEVE TEPIGTUTIKA TUTKMY TOPEVEPYELDY TMV [N
OTEPOELODY AVTIPAEYHOVOIDV Qopuaknyv (MEAD) (shappd kvidmon, didppora). Ta coprtdpate
VT, NTOV AVAGTPEYLLLL.

e 10witepa OTAVIEG TEPITTAOCELG £xoVV avapephel anmAeia 0peéng, ABapyog, Kothakd dlyog Kot
KoAiTda. Emiong, o€ moAd 6mdviec TEPITTOCELS OVOPUAOKTIKES OVTIOPAGELS, Ol 0TTOleg Umopel va ivat
coPopéc (kKabmg kot Bavatneopeg) pumopel vo Topovcloctovy kot Oa mpénel va aviipetonilovtol
GUUTTOHOTIKA.

Edv mapotnprioete avembBount evépyeio,daxoyte ) Bepamneio kKot avalntinote GuUBOvAN
KINVIATPOL
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H ovyvotnta gpedviong tov avembountov evepyeimv kabopiletor ®g akoAovbwng:

- oAV cvyvn (tepiocdtepo amd 1 ota 10 {da mapovstdlovy avemBounTeg evEpyeLEg KaTd T
duapxeta tng Bepameiog)

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

- un ovvnBopévn (tepiocdtepo amd 1 adAdd Aryotepo amd 10 {ma ota 1.000 vrd Beponeio {ha)
- onavia (meplocotepo amd 1 aldd Aryotepo amd 10 {da ota 10.000 vid Beponeia {ha)

- oAb omdvia (Arydtepo amo 1 ota 10.000 vid Bepancio {da, copmeprlopuPovopévav Tmv
LELOVOUEVOV OVOPOPDOV)

Edv Somiotmoete omolecdnmote GALEG TAPEVEPYELES, TAPAKOAD EVIUEPADGTE TOV KTNVIATPO OOG.

7. EIAH ZQQN

Aloya

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

TToéoo evaudpnpo, wov yopnyeitar ot d66om tov 0,6 mg/kg copatikod Bapovg, draf nuepnoing, yio
duapxetla £0g 14 nuépeg. Avtd woodvvapet pe 1 ml Rheumocam avé 25 kg copotikod fapovg tov
aroyov. INa mapdderyua, Eva droyo Luyilet 400 kg 0o AdPfovv 16 ml Rheumocam, éva dhoyo (uyilet
500 kg Ba AdPovv 20 ml Rheumocam, kot €va dhoyo Cuyiler 600 kg o Adfovv 24 ml tov
Rheumocam.

Avakiveiote KaAd Tpv omd T ypnor). Xopnyeitor €T AVOUEUELYLEVO LIE L0 LIKPT] TOCOTNTA TPOPNS,
N angvbeiog 610 GTOUA.

To evarmpnua, Oo Tpémel va yopnysital, ¥pNOUOTOIDVTAG TN OGOUETPIKT GVUPLYYA, 1) OTTOI0
mapéxetal péca ot cvokevacio. H ovpryya, mpocapuoletol endvm ot eidAn Kot £l GNUAVOELS ava
2ml .

Noa amoegdyete TV exdAvVOT KAT TN XP1HoN.

Hopoxaiodpe akorovdiote To TOPUKATO PripoTo:

Brua 1. Ipw amd ) ypnon Bnua 2. Torobetnote 10

Rheumocam yw mpat™ @opd va KUKAKO TAOOTIKO €vOETO HéCQ
BeParmbeite 611 £xeTE TO = T OTO AQLO TNG PLAANG Kot TECTE =
UTOVKAM, TAOGTIKO £vOETO g TPOG TO, KATWO UEYPL VoL =,

KUKALKN Kot T oOptyya. | ac@oAioetl ot Béom. Mol -
eykotaotadei, £vheto dev Oa
YPEWOTEL v apaipedel

Bnua 3. Avtikotootiote 10 Bnua 4. T'vpiote ) @rodn pe

KOTAKL TOV PTOVKOALOD KO o ovpryya ot Béon avamoda Kot ) 8
avakivnote kokd. Bydite to £ 4 apyd amoovpetTol To EUPOAO 18,5
KOTTAKL TNG OLOANG Ko LéypL N amoTovpevn 660 gival «gﬁ‘\
TomoBETAOTE TN SHPLYYA GTN TPOPAVIC. \ |

eLaAn mélovtag EAappa To AKpo
péca oty TpHma. .

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

Agv 16y0eL.
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10. XPONOX ANAMONHZX

Kpéag kot edmdipot 1otoi: 3 nuépeg
Agv emTpEnETOL 1] XPTON OE YOAAKTOTAPAY®YA (Mo Ta ooia, mopdyovy yaAa yio avOpdmvn
KOTOVOA®ON

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na pvrdooetal o€ BEom, TNV onoia dev PAETOLV Kot dev Tpoceyyilovv Ta TALdd.
Agv vapyovV e101KEC 00N yieg S1aTHPNONE Y10 L TO TO KINVINTPLIKO TO TPOIOV.

Metd ™ Yop1yNo™ TOV KINVINTPIKOD (POPUOKEVTIKOD TPOTOVTOG, KAEIGTE T PLAAN UE TO TAO UL,
TAOVETE TN O0COUETPIKT cVPLYYa He (E0TO vEPO KOl APTOTE TN VO GTEYVMOOEL.

Na pn ypnoiponoteital Hetd v nuepounvio AENG Tov avaypaeeTal 6T XApTIv e£MTEPIKN
ovokevaocia kot petd to EXP ot oudn.
Aldpketo {ong HETE TO TPMTO AvOorypa TOV TEPLEKTN: 3 UVEG,.

12. EIAIKH(EX) IPOEIAOIIOIHXH(EIX)

Ewwn [IpoeuidEeic katd ) ypron oe {da

e mePImTOon ELPAVIoNS avemBOLNTOV evepyeldV, Ba Tpémet vo dtokdmTeTan n Oepameio Kot vo
{nreiton 1 cLUPOLAN TOVL KTNVIATPOV.

Noa amopegbyeTol 1 (p1oN € OAN TA OPLVINTMOUEVE, VITOYKOLUIKA, 1] VTOTACIKA (M, S1O0TL VITAPYEL
EVOEYOUEVOC KIVOLVOG TOEIKMONG TOV VEPPGOV .

Ewun [Ipoeuidéeic mov mpénet va Aapfdvovion and To GTopuo mov yopnyel To Tpoidv

Atopa pe demotouévn vrepevoictnoio ota Mn Xtepoeidn] Aviipieypovadn @apuaxo (MEAD),
TPEMEL VAL ATOPEVYOLV TNV EMAPT LE TO KTIVIATPIKO QOPHOKEVTIKO TPOTOV.

e mepinton Tuyaiog Katdmoong, vo avalntioete apéons aTptkn fondeia kot va emdeitete otov
10TPO TO PUALO OONYIDV YPNONG N TNV ETIKETA TOV PAPUAKOV.

Xpnon katd v kKhnomn kot T yorovyio
BAéne kepahaio «avtevdeiteio»

AMnAemdpboelc pe GAAQ QAPUOKEVTIKA TPOidVTO Kot AALEG LOPQEG aAANAETIOPAIOTS
Na pn yopnyeitotl Tavtd)pOova e YAVKOKOPTIKOELDT, GAAN [U1)-GTEPOELON AVTIQPAEYUOVAOIT QAPUOKA 1)
LLE QVTITNKTIKOVG TOPAYOVTEG.

Yrepdocoroyia (CUURTOUATO, LETPO AVTLETATIONG, OVTIIOOTA)
X mepintwon vrepdocoroyiag, Bo tpémet va yopnynel cvuntopatikn Oepaneia.

13. EIAIKEX IPO®YAAZEEIX AITIOPPIYHX ENOX XPHEXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY MPOIONTOX 'H AAAQN YAIKQN ITOY
ITPOEPXONTAI AITIO TH XPHXH TOY ITPOIONTOX

Kda0e pun ypnoyomoinfév knviatpikd eoprokeLTIKO TPOIOV 1 Un XpNoHomomBEvto VTOAEIHIATA TOV
TPEMEL VO ATOPPITTOVTOL COLPOVA LE TIC KATA TOTOV 16YVOVGES S1aTAEELS.
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14, HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Aentopepeic mTAnpoopieg o Tov Tapov mpoidv drotifevian otov diktvokd Tdémo tov Evpomaikov
Opyoaviopod ®oppdkmv ot digvbvvon (http://www.ema.europa.eu).

15. AAAEX IIAHPO®OPIEX

Noa yopryeitar HOvov e KTNVIOTPIKE GUVTAYT).

®1aAn 100 ml 1 250 ml.

Mmropei va, unv KuKAOQPOpPOUV OAEG 0L GLOKEVAGIES.

I"o omoladnmote TANPOPOPio GYETIKA LE TO TUPOV KTNVIOTPLIKO PAPHUOKEVLTIKO TPOiOV, TapaKoAEicOE
va aneLBvvOeite GTOV TOTIKO AVTITPOCHTO TOV KATOYXOV TNG AOELS KLUKAOPOPTNG.
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Belgié/Belgique/Belgien
Kela Veterinaria nv/sa
T: +32 378063 90

E: info.vet@kela.health

Peny0auka bnarapust

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Ceska republika

Mistni zastupce drZitele rozhodnuti o registraci:

Orion Pharma s.r.o.
orion@orionpharma.cz

Danmark

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Deutschland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

E)\AGdo

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Espafia

Fatro Ibérica S.L.
Constitucion 1. PB 3
08960 Sant Just Desvern.
Barcelona. ESPANA

France

Audevard Laboratoires
37-39 rue de Neuilly,
92110 Clichy

France

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Luxembourg/Luxemburg
Kela Veterinaria nv/sa

T: 43237806390

E: info.vet@kela.health

Magyarorszag
Alpha-Vet

1194 Budapest,
Hofherr A. u. 42.

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Nederland

Kela Veterinaria nv/sa
T: +32 378063 90

E: info.vet@kela.health

Norge

ScanVet informasjonskontor

Postboks 3050 Alexander Kiellands Plass
0132 Oslo

TIf: +47 2269 0737

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Austria

Polska

Przedstawiciel lokalny:

Orion Pharma Poland Sp. z o.0.

ul. Fabryczna 5A,

00-446 Warszawa

Tel/fax: +48 22 833 31 77, +48 22 832 10 36

Portugal

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788
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Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

island
Icepharma hf,
Lynghalsi 13,
110 Reykjavik
Iceland

Italia

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Kvnpog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Romania

Distribuit de

Orion Pharma Romania srl
B-dul T. Vladimirescu nr 22,
Bucuresti, 050883

Tel: +40 31845 1646

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

Slovenska republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Suomi/Finland
VET MEDIC ANIMAL HEALTH OY
PB 27, FI-13721 PAROLA

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788
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DOYAAO OAHI'TQN XPHXHX
Rheumocam 20 mg/ml evéouo didAvpa yia foogtdn, xoipovg Kot GAoya

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAYX TAPAT'QI'HXE T1IOY EINAI YIIEYOYNOZX I'TA THN
AITIOAEEMEYZXH HAPTIAQN XTON EOX, E@OXON EINAI AIA®OPETIKOI

Kdrtoyoctncadstockukiopopiog
Chanelle Pharmaceuticals Manufacturing Ltd. Loughrea, Co. Galway, IPAANAIA.

Hapoaywydc vrevfuvog yia TV amodEcUEVTT) TOV TAPTIO®V
Chanelle Pharmaceuticals Manufacturing Ltd. Loughrea, Co. Galway, IPAANAIA.

Ko
Eurovet Animal Health B.V. Handelsweg 25, 5531 AE Bladel, OiKatoXopeg

Ko

Labiana Life Sciences, S.A., C/ Venus, 26, Pol. Ind. Can Parellada, Tarrasa, 08228 Bapkeimdvn

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 20 mg/ml evéoiuo didAvpa yia foogtdn, xoipovg Kot GAoya
Meho&ucdun

gl XYNOEXH XE APAXTIKO(A) XYXTATIKO(A) KAI AAAEX OYXIEX

‘Eva ml nepiéyet:
Meho&wdiun 20 mg

Ethanol (96%) 159.8 mg
Awyég KItpvemo 1AL .

4. ENAEIEH(EIY)
Boogwon:

Xprnoponoteitol o€ 0&gleg AVOTVELGTIKEG AOTUMDEELS, OE GUVOVAGUO LE TNV KOTAAANAT avTIBLOTIKY|
Oepamneio, yia T pel®on TOV KAVIKGOV GOUTTOUATOV GE BOOELON.

Xpnoonoleitor o€ d1dpPolES, GE GLVOLVAGHO HE OO TOV CTOUATOS EVVOATIKT Bepomeia Yo T peiwon
TOV KAVIKOV COUTTOUATOV 68 HOGYOVS NAKiag peyolutepns g 1 efoopnddac Kot 6€ Looyioes .

INa copminpouatikny Oepomeio oty avtipetdmion g ofeiog HacTiTIdug, 6€ GUVOLOCUO LE
avtiprotikn Bepomeio.

Xoipou:

Xpnoponoteital 6€ Un HOAVGHOTIKEG TOOTOELG TOV KIVITIKOD GLUGTNHUOTOG, Y10 TN Lelmon TV
CUUTTOUATOV TNG YOAOTNTOS Kot TNG PAEYUOVIC. ['lo cupmAnpopotikn Oepameio 6TV OVIETOTION
g emAoyElog onyoaupiog Kot toSvatpiog (chvopopo poactitidag —untpitdag — ayoroéiog),oe
oLUVOLOCUO UE TNV KATAAANAN avTiPloTikn Oepamneia.

Adloya:
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T xpron oV KATOTPAVYOT) TS PAEYUOVIG KO OVOKOVPLGT atd TOV TOVO, TOGO o€ 0Egieg 0G0 Kat
0€ YPOVIEC WWOCKEAETIKEG OLOTAPOYES.
IMa v avaxodeion amd Tov TOVo Tov GYETILETAL [LE TOV KOAKO TV ITTOEOMV.

5 ANTENAEIZEIX

Noa pn ypnoipomoteital oe dAoyo NAKIaG LIKpOTEPNS TV 6 ELOOLAdMV.

Noa un ypnoiponoteital € £YKveg 1 YoAoLyoHoeg popPadec.

Na unv ypnoiponoteital 6€ {O0 TOL VTOPEPOVY A0 HELWUEVT NTOTIKT, KOPIIOKN 1) VEQEPIKN
Aettovpyia Ko atpoppayikés dtatapoyéc, 1 Omov vapyovy evoeilelg PAafdV amd YooTPEVTEPIKE EAKN.
Na pn ypnoiponoteital o€ TepinT®on LIEPELOICONGING TN SPAUCTIKT 0VGiN 1| G€ KATO10 Ad TaL
£Kdoy0L.

INa ) Ogpaneia g S1appotag TV Poogdmv, To TPOidV dev TPEMEL va ypnoipomoteital o {ho nikiog
puikpoTEPN G TG UG efdonadoc.

6. ANEINNIOYMHTEX ENEPI'EIEX

210 fo0E1dN KO TOVS ¥O1POVE, 1] VTOJOPLA, 1) EVOOUVIKT] OTT®G KOl 1] EVOOPAEPLO YopTyNom givat KoAd

QVEKTEG. Te KMVIKEG PerETEG ToV £yvay o Booeldn, mapatnpionke elappv mapodikd oidnua 6To
onueio TG Eveong, LETA 0o VITOSOPLO. YOPIYNOT), GE TOGOGTO LKPOTEPO TOL 10%.

Xto dhoyo, propet vo mapatnpn el mopodikd oidnpa 6to onueio g £veongs, To 0moio amodpdpet
Yopig kopio eréppaon.

e TOAD OTAVIEG TTEPIMTMGELS, O1 0T0ieg pmopel va eivarl coPapég (cuumepthapuPavopuévey Kot
Bovatneopwv) pmopel va eMGLUPOVV OVOPLAAKTIKES avTIOpdoelg Kot Ba mpémet va avtipetonilovtol
GUUTTOUOTIKA.

H ocvyvomta epodviong tov avembountmv evepyeimv kabopiletoar wg akorovOwg:

- ToAD cuyvn (eprocdtepo omd 1 ota 10 {oa Tapovctdlovy avemBOUnTEG EVEPYEIEG KOTA TN
duapketa g Oepameiog)

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

- un ovvnOopévn (tepiocdtepo amd 1 adkdd Atydtepo amd 10 {da ota 1.000 vrd Bepancio {ma)

- omavia (meplocotepo amd 1 aAld Arydtepo amd 10 {da ot 10.000 vid Bepomeio (da)

- oAb omdvio (Arydtepo amo 1 ota 10.000 vid Beponeio (da, copmepIAaUPOvVOUEVOY TOV
LELOVOUEVOV OVOPOPDV)

Edv mapotnproete omolodnmote GAAN avemBOunT eVEPYELD TOV JEV OVAPEPETOL GTO TAPOV PVAAO
00N YLDV YPNONG TAPOKAAEIGOE VO EVILEPDOETE GYETIKMG TOV KTNVINTPO GOG.
1. EIAH ZQQN

Booegdn, yoipot kat dAoya

8. AOZOAOITA I'TA KAGE EIAOX , TPOITIOX KAI OAOXZ(OI) XOPHI'HXHX
Boosgwo1):
E@dmnoag vrodopia 1) evdoeAiPia éveon otn 660 Twv 0,5 Mg pelo&ikaung/kg copatikod Bapoug (m.y.

2,5 ml/100 kg couatikod Bapovg) oe cuvdvacud e Ty KatdAAnAn aviiBlotikn Oepaneio ) pe v
oo TOL GTOUATOG EVVOATIKY Bepoameia .

Xoipou:
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E@dnoa evdopwikn Eveon ot 66om tov 0,4 mg ueho&ikdunc/kg copatikod Bapovg (dni. 2,0
ml/100kg copaticov Bapovg), oe cuvdLOCUO e TV KATAAANAN avtifrotiky Oepaneia. Eqv
amarteital, pmopel va yiver pa devtepn yopynon pero&ucaunc, petd amd 24 dpeg.

Aloya:

E@dmag evéoeréPra éveon otn 6601 tmv 0,6mg/kg copotikod Bapovg (dnA. 3,0ml/100kg copatikon
Bapovg).

[Ma gprion oy KeTamTPALVGT TNG PAEYHOVIG KO GTIV ovaKoOPLoN omtd Tov Tovo, 1060 6€ 0&gieg 660
KOl € YPOVIEG LVOCKEAETIKEG droTapayEg, To Rheumocam 15mg/ml nooipo evoudpnpa, Pmopei vo
ypnopomomnOei yio ) cuvéyion g Bepaneiog otn d6om Twv 0,6mg/kg couatikod Bapovg, 24 dpeg
HETA TN XOPNYNON TNG £vEOTC.

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

Noa amo@edyete TV EXUOAVVON KATA TN (PNON.
Méyiotog aplfuoc tmv avorypdtmv givor 14 yia 20 ml, 50 ml kor 100 ml wdpata kot 20 yio v 250
ml zodpo.

10. XPONOX ANAMONHZX

Boogid): kpéag kot edddot 1otot: 15 nuépeg yoha: 5 nuépeg

Xoipou: kpéog Kot 00N 1oTol: S5 NUEPEG

Adoya: Kpéag Kot edmO0L 16Tol: 5 NuUépeC

Agv emTpENETOL 1) XPNON OE AAOYO T OTOi0 TOPAYOUV YAAQ Y10 OVOPDOTIVY KATUVAA®OT).

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALdd.

Agv vapyovV e101KEC 00N YiEC S1aTHPNONS Y10 OVTO TO KINVIATPIKO POPLOKEVTIKO TPOTOV.

Awdpketa {ong PLETA TO TPMTO AvOryLo TOV TEPLEKTN: 28 NUEPES

Na pn ypnoiponoteital Hetd amod v nuepounvia ANENG mov avaypdeetal 6to Kouti kot petd 1o EXP
670 QLoAidL0.

12, EIAIKH(EX) ITPOEIAOIIOIHXH(EIX)

Eww) [IpopuAdéets kotd n yprion o {oa

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

Na amopedyetar 1 xpfion 6€ coPapd aPLIATOUEVE, VITOYKALUIKE, 1] VTOTACIKE (Mo 6T omoin
OTOLTELTOL TOPEVTEPIKT] OMOKOTAGTACT TMV VYPDV, SIOTL VITAPYEL EVOEXOUEVOG Kivouvog To&iKmoNG
TOV VEQPOV .

e mePInTon avenopKovs avakovLELong and Tov Tdvo, dtav ypnoilonoleitol ot Bepaneio Tov
KOAIKOD T®V ROV, Oa TPENEL va YIVETOL TPOCEKTIKTY EXAVEKTIUNGT TNG O1dyvmong, Kabmg avtd
umopel va amoTeAEcEL £VOEIEN Yo avVAYKT XEWPOVPYIKNG ETERPAONC.

Ewdw) [TpopuAdéelg mov mpémet va AapBdvovior amd to dropo mov yopnyet 1o mpoidv

Toyoio awtoéveon e To Tpoidv TOavo va TPoKUAEGEL TOVO. ATOHO e SOTIOTOUEVN VIEPELOICON G
o€ LN 6TEPOELDN AVTIPAEYUOVADIN (MEAD), TPEMEL VO, ATOPEVLYOVV TV EMOQT| LLE TO KTIVINTPIKO
QOPUOKEVTIKO TPOTIOV.
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e mepintwon mov kotd AdBog TpumnBeite pe T PeAdvn TG cVPLYYOS TOV TEPLEYEL TO PAPUOKO, VO,
avalntioete apéomg wTpikn fondeta kot va emdeiEete oTov 10TPd TO POAAO 0ONYL®Y XPHONS 1} TNV
ETIKETA TOV PAPLLAKOV.

Eyxvpocivn kot yolovyio
Booegdn ko yoipot: Mropel va ypnoipomon el katd ) didpketa TG KONONG Kot TG YOAoLyiag.
Aloya: PAERE TaPAYPOUPO «OVTEVOEIEEID

AlMnlemdpboelg
To Tpoidv dev TPEMEL VO, YOPTYEITAL TAVTOYPOVA [LE YAVKOKOPTIKOGTEPOELDT, LE AAAQ UN-CTEPOELON
OVTUPAEYLOVAOOT QAPHOKO 1) VTITNKTIKOVS TAPAYOVTEG,

Y7repdocoroyia (CUURTOUOTA, LETPO AVTIUETAOTIONG, OVTIIO0TO)
X mepintwon vrepdocoroyiag, Bo mpémet va yopnynbel cvuntopatikn Oepaneia.

13. EIAIKEX IPO®YAAZEEIX AITOPPIYHX ENOX XPHEXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
TIPOEPXONTAI ATIO TH XPHZH TOY ITPOIONTOX

Ta eapuaxe dev TPEMEL VAL OTOPPITTOVTOL LECH TOV AVUATOV 1] TOV OIKIAK®OV OTOPANTOV, dALY
SOUE®VA LLE TIG 1oYbovoES eBVIKEC amaltnoelc. Ta PéTpa avTd AmrocKOTovY GTNV TPOGTAGIO TOV
nepPdAiovrog.

14, HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv dlatibevTol atov
diktvoko tomo tov Evponaikod Opyaviouod @apudkov (http://www.ema.europa.eu)

15. AAAEX ITAHPO®OPIEX

Kovti amd yaptovi pe 1 dypopo yudivo @raiisdio, tov 20 ml, 50 ml, 100 ml i 250 ml.
Mmropei va, unv KoKAOPOPOUV OAEG Ol GLOKEVAGIES.

I'a omoladmote TANPOPOPIL. GYETIKA LLE TO TOPOV KTNVIATPIKO PUPLOKEVTIKO TPOTOV, TapakaieicOs
va amevBuvheite GTOV TOTIKO AVTITPOGMITO TOV KATOYOL TG AOEL0C KUKAOPOPING.
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Belgié/Belgique/Belgien
Audevard Laboratoires
37-39 rue de Neuilly,
92110 Clichy

France

Peny0auka bnarapust

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Ceska republika

Mistni zastupce drZitele rozhodnuti o registraci:

Orion Pharma s.r.o.
orion@orionpharma.cz

Danmark

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Deutschland
Audevard Laboratoires
37-39 rue de Neuilly,
92110 Clichy

France

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

EA\rada

KANAHAIAH A.E.

Aegwe. Kbung &

HAéxtpog 4B

15122 Mapovot, Attikn, EAAGSa
TnA.: +30 210 6910311

Espaiia

Laboratorios e Industrias lven, S.A.
C/ Luis I, 56-58

28031 — Madrid

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Luxembourg/Luxemburg

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Magyarorszag
Magyarorszagi kepviselet:
Orion Pharma Kft,

1139 Budapest,

Pap Kaéroly u. 4-6

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Nederland

Audevard Laboratoires
37-39 rue de Neuilly,
92110 Clichy

France

Norge

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Austria

Polska

Przedstawiciel lokalny:

Orion Pharma Poland Sp. z o.0.

ul. Fabryczna 5A,

00-446 Warszawa

Tel/fax: +48 22 833 31 77, +48 22 832 10 36
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France

Audevard Laboratoires
37-39 rue de Neuilly,
92110 Clichy

France

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 35391 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 35391 841788

island
Icepharma hf,
Lynghélsi 13,
110 Reykjavik
Iceland

Italia

MSD Animal Health S.r.1.
Strada di Olgia Vecchia snc
Centro Direzionale Milano Due
Palazzo Canova

20054 Segrate (M)

Kvbmpog

VTN Veterinary and Pharmacy Ltd.
PO Box 23886

CY1687

Nicosia

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 35391 841788

Portugal

NePhar - Farma, Lda

R. Francisco Lyon de Castro, 28
2725-397 Mem Martins

Roméania

Distribuit de

Orion Pharma Romania srl
B-dul T. Vladimirescu nr 22,
Bucuresti, 050883

Tel: +40 31845 1646

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Slovenska republika

Miestny zastupca drzitel’'a rozhodnutia o
registracii:

Orion Pharma s.r.o.
orion@orionpharma.sk

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788
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DOYAAO OAHI'TQN XPHXHX
Rheumocam 5 mg/ml evéoipo Sidlvpa yio okbOAOVG Kot YaTeg

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAYX TAPAT'QI'HXE T1IOY EINAI YIIEYOYNOZX I'TA THN
AITIOAEEMEYZXH HAPTIAQN XTON EOX, E@OXON EINAI AIA®OPETIKOI

Kdrtoyoctncadstockukiopopiog
Chanelle Pharmaceuticals Manufacturing Ltd. Loughrea, Co. Galway, IPAANAIA.

Hapoaywydc vrevfuvog yia TV amodEcUEVTT) TOV TAPTIO®V
Chanelle Pharmaceuticals Manufacturing Ltd. Loughrea, Co. Galway, IPAANAIA.

Kot
Eurovet Animal Health B.V. Handelsweg 25, 5531 AE Bladel, OiKdatoXmpeg
Ko

Labiana Life Sciences, S.A., C/ Venus, 26, Pol. Ind. Can Parellada, Tarrasa, 08228 Bapxeidvn

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 5 mg/ml evéoipo dtdlvpa yio 6kdAoVE Ko YATES
Melo&uchin

3. YYNGOEXH XE APAXTIKO(A) XYETATIKO(A) KAI AAAEX OYXIEX

‘Eva ml nepiéyet:
Meho&wdiun 5 mg

Ethanol (96%) 159.8 mg
Ao yég Kitptvard d1dAvpa.

4/  ENAEIZH(EIX)

2KOAOL

AvOKOUPIOT TNG PAEYLOVIG KOLTOV TOVOL GE 0&eieckal YpOVIEGUVOCKEAETIKESG dlatapayés. Meiwon
TOVUETEYYELPNTIKOL TOVOVKOL TNG PAEYLOVIC TOVOKOAOVOEL TIg opBomedikéc encpupdosickatemefaoelc
GTOVG HOAOKOVE 16TOVG

Tdrec:
Meimon TovUETEYYEPNTIKOD TOVOVLETA A0 OONKVGTEPEKTOUN KALOELTEPELOVOES EMEUPAGELS GTOVG
HOAAKODGIOTOVG.

5 ANTENAEIZEIX

Na pnv gpnotponoteital oel®da Tov TAGKOLY ATOYUSTPEVTEPIKES SLoTaPUYES, OTwcepeDIGLOKOL
OLLOPPAYIO, LELMIEVT NTATIKY], KAPOLOKNT VEQPIKNAEITOVPYI KO ALLOPPOYIKES SLOTAPOYEG.

Na pn ypnoiponoteital o€ tepinTmon vIEPELOICONGING TN PAUCTIKT 0VGiN 1| G€ KATO10 Ad Ta.
£KdoyaL.

Na punv ypnotpomoteital oelda nAkiog pkpdtepns Tvo efdopddmvKaL o YATEGAYOTEPO OO 2KIALL.
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6. ANEINNIOYMHTEX ENEPI'EIEX

Tomikéc avemBounteg evépyelectov MEZADOT®G 1 ammdAL0TNG OpeENG, O EUETOC, 1| SLappola, Tyvn
OilOTOC 6TO KOTTPOVa, ABOpYOKOL VEQPIKT OVETAPKELNEYXOVY avapEPDEITEPIOTAGIOKE. XE TOAD
OTAVIEG TEPIMTOGEICAVENUEVA NIaTIKG EvOLpLagyovy avoeepOetl.

& TOM) OTIAVIEG TTEPITTMGELS, ALLOPPOYIKNIIAPPOLO, OUOTEUEST, KOL YUGTPEVTIEPIKNEEEAKMONEYEL
ovoeepOet.

AvTtég o1 avemBounteg evépyelecovpPaivovv péca otnvapmtrn efSopdda tng Bepaneiogkateival oTig
TEPIOCOTEPEG TEPIMTMOCEICTAPOIIKEG KOUTAPEPYOVTAL LETA TN dtokomn NG Oepameiog, oAAdcE TOAD
OTAVIEC TEPITTOOEIGUTOPEL Vo elvar coPapécn Bavatneodped.

Y& TOAD OTAVIEG TEPMTMCEICOVOUPVANKTIKECOVTIOPACEIS UTOpEl VoL epeavioTovvKal Oo Tpémet
VOOVTILETOTILOVTOL GUUTTOUOTIKA.

H ocvyvomta epodviong tov avembountmv evepyeimv kabopiletor wg akorovOwg:

- oAb cuyvn (eprocdTepo omd 1 ota 10 {da Tapovctalovy avemBOUNTEG EVEPYEIEG KOTA TN
duapketa g Oepameiog)

- ovyvn (Teplocdtepo amd 1 aAld Aydtepo amd 10 (oo ota 100 vrd Bepaneia {da)

- un ovvnOopévn (tepiocdtepo amd 1 adhdd Atydtepo amd 10 {da ota 1.000 vrd Bepancia {ma)
- omdvia (meplocdtepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Oepomeio (Ha)

- moAb omdvia (Arydtepo amd 1 ota 10.000 vid Bepancio {da, copneprlopuPavopévav Tmv
LELOVOUEVOV 0VAPOPDV)

Edv mapotnprceteomoladnmote cofopnn GAAN avemBOunTn evEPYELNTOV OV OVAPEPETULOTO TAPOV
@OALO OOMYUDV YPNONG, TOPAKAAEIGOHE VOEVLEPDGETE GYETIKMG TOV KTNVIOTPOGAG,

7. EIAH ZQQN

2KOAOL Kol YATEG.

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

Aocoloyiaylo kaBe €1d0c:
Srvrotepdnal yoprynon 0,2mg pelo&ikdung/kgompatikon Bapovg (dnA.0,4 ml/10kg).
Iatec: epdmal yopriynon 0,3mg puelo&ikdung/kgoouatikov Bapovg (m.y.0,06 ml/kg).

MéBodogiat 060 yopnynong:

KO oL

MvooKeAETIKES OlaTOPAYES: EQPATAE VTOJOPLO EVEST.

To Rheumocam1,5 mg / mlrdéoio evaidprnua yio okdrlovgr 1o Rheumocam1 mgion2,5 mgpoacopeva
dtokia yio oxdAoLVGUTOpEL va ypnoipomotnBetyla ) cuvéyion thcbepaneiog otn doontewv 0,1 mg
uero&ikaunc/ kg copotikov fapovg, 24 dpeg LETA TN XOPNYNON TG EVEGTC.

Meiwon TovpeTEYYEPNTIKOD TOVOL(Y10 TTEPI0d0 AVOTOV 24 ®pdV): pdmal evoopAEPian voddpia
EVEONTIPLY TN XEPOVPYIKN EMEUPOOT), Y10 TOPASELY LA, KATE TN GTIYUN TNCEICAYMYNG TNG avolcnciog.

Térec:

Meiwon TOVUETEYYEPNTIKOD TOVOLUETA OO MOONKLGTEPEKTOUN KALOEVTEPELOVGEG EMEUPATELS GTOVG
HOAOKOVCIGTOVS: €QATOE VITOSOPLU EVECT|TIPLY TN YELPOVPYIKY| EXEUPOCT, Y10 TOPAOELY LA, KATE T
GTIYUN] TNECEIWCAYWYNE TNG avaloOnciog.
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9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

[dwitepnmpocoyn mpénet va Anedeidcov apopd Tnvakpip yopnynon e doong.
Noa amopedyete TV €XUOAVVGN KATA TN YPNON).
MéyiotogapBpudg Tov TpuInUat@veivond2yladles TIC GLOKEVAGIES

10. XPONOX ANAMONHZX

Agv 16y0EL.

11. EIAIKEX XYNOHKEX AIATHPHXHX

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

dvidcoete Tov Prodidio oto eEmTePKd KovTi

Aldpketo {ong PETA TO TPMTO AVOLyLo TOV TEPLEKTN: 28 NUEPES

Na pn ypnotpomoteital petd amd tnv nuepounvia AENG mov avaypdeeTol 6TO KOUTL Kol 6TO PLaAidio.

12. EIAIKH(EX) IPOEIAOIIOIHXH(EIX)

Ewwn [IpoeuidEeic katd ) ypron oe {da

Edv drumiotmBodv avemBounteg evépyetes, Ba mpénel va dtokdnteTon 1) Begpamneio ko vo (nteito n
GLUPOVAT KTNVIATPOV.

Amo@lyETE TNYPNONTOV GE APLIATOUEVD, OAYOOYKALLKE, MUTOTACIKE (Da, Kabmcumdpyet
evoeyopevockivouvog To&ikmaong,.

Koatd ™ dibdpreta tncavosnoiag, n mapakorohnon kot Oepamreia pe vypdbo tpénet vo
BepovvtoiocvuvnONg TPOKTIKY.

Yuvéyion g Oepameiogue perolikdpun 1 GAALCMZAD, and TOL GTOUATOG,0EV TPEMEL VAL
yopMyeitalceydteg, yLoTItéToloL €id0vg emakorovbecepaneiccdev Exovveyovy a&loroynbei

Ewun [Ipoeuidéeic mov mpénet va Aapfdvovion ond To GTopuo mov yopnyel To Tpoidv

Toyaio ovtoéveon e To Tpoidy mBavo va TpokarEsel TOvo. AToua pe SameToUévn vrepevacncio
o€ LN 6TEPOELDN AVTIPAEYUOVADIN (MEAD), TPEMEL VO, ATOPEVLYOVV TV EMOQT| LLE TO KTIVINTPIKO
POPUOKEVTIKO TPOTIOV.

X mepintwon mov Kotd Adbog Tpunndeite pe T fEAOVN TNG GUPLYYAG TTOL TEPLEYEL TO PAPLOKO, VO
avoalntioete apécmg wTpikn fonbela kot va emdeiEete oTov 10Tpd TO POAAO 0ONYL®Y XPHoNS 1} TNV
ETIKETA TOV PAPLLAKOV.

Xpnon Katd tnv KONom Kot T YoAovyio
Noa pnv ypnotponoteital oe€ykova 1 INialovralma.

AMnAemdpboelc pe GAAQ QAPUOKEVTIKA TTPOidVTO Kot BALEG LOPQES aAANAETIOpAIOTS

Alho MEAD, d1o0pNTIKd, OVTITNKTIKA, OUIVOYAVKOGIOES, avTIBloTIKE Kol ovcieg e VYNANOEGELGT
TPOTEIVOV Pmopel vaovtaywvilovtal 6tn décpevonkal vo 0dnyolv £toioe ToEikéc avtdpdoeis. To
Rheumocamdev mpénet va yopnyeitoioe cuvovoaoud pediio MEAD® 1 yAvkokoptikootepoedn. H
TOVTOYPOVT YOPYNON TBUVAOCVEPPOTOEIKMOV PUPLAK®V TPETEL VaamopehyeTat.Xe {dha
vrdavaisOncio(m.y. vrepniiko {ma),vmodopia 1| EVOOPAEPLOOPT YO VYPOVKATA TN SLAPKELL
gavarsOnocioca npémetl vaineBovv vrdyn. OtavavaisOncio kot MEADyopnyodvial TawTOYPOVA, O
KivduvocyloTn veQpIkn AELTovpyiadey Umopel vo, amokAEIOTEL.

[Iponyovuévn Bepanciope avTipAeyLOVOOEIS OVGiEGUTOPEL VO 001 YNOEL GEEMMAEOVT] aVENUEVES
avemBouuNTeg EVEPYELEGKOL KOTO GUVETELD OTALTEITAITEPIOS0G YPig Oepameiapie TETOIOKTNVIATPIKA
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QOPUOKEVTIKA TPOTOVTA YiaToLAAYIGTOV 24 dpecmpty amd TNy Evapéntng Bepanciog. Oa mpémel va,
AUPEVOVTOILTOYN Ol QUPUAKOAOYIKES IOLOTNTECTOVIPOIOVTMOV TOV YPNCLOTOLONKAY TPONYOLLEVMG.

Ynepdoosohoyio (CLUTTOUOTA, LETPO AVTIUETOTICNC, AVTIO0TO)
Xe mepintwon vrepdocsoloyiag, Ba mpémet va yopnynOel cupnTouatikn Oepomeio.

13. EIAIKEX ITIPO®YAAZEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
IPOEPXONTAI AIIO TH XPHZH TOY ITPOIONTOX

Ta @dppokoe dev TPEMEL VOL ATOPPITTOVTOL LECH TOV AVUATMOV 1 TOV OIKIOKOV omoPATwV, oAAL

GOV, LLE TIG LoYVLOLGEG eBVIKEC amartioglc. Ta PETpa avTd ATOcKOTOOY GTNV TPOCTAGIN TOL
nepPaAiovrog.

14, HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Aentopepeic TANPOQOPIEG Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPOiov dlatibevTol atov
diktvoko tono tov Evponaikod Opyaviouod @apudkov (http://www.ema.europa.eu).
15. AAAEX ITAHPO®OPIEX

Kovti amd yaptovi pe 1 dypopo yodiwo grarislo, tov 10 ml, 20 ml 1 100 ml.
Mmropei va, unv KoKAOQPOpOUV OAEG 0L GLOKEVAGIES.

IMo omoladnmote TANPOPOpio GYETIKA HE TO TUPOV KTNVINTPLIKO PAPHUOKEVLTIKO TPOiOV, TapaKoAeicOe
va amevBuvOeite GTOV TOTIKO AVTITPOGMIO TOV KATOYOL TG AOEL0S KUKAOPOPING.
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Belgié/Belgique/Belgien
Kela Veterinaria nv/sa
T: +32 378063 90

E: info.vet@kela.health

Penyb6smka bearapus
ASKLEP-PHARMA LIMITED,
ShopNo3 &4

bl.711A, Lulin-7 complex, Sofia 1324,

Ceska republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Deutschland

Alfavet Tierarzneimittel GmbH
Leinestr. 32

24539 Neumdinster
Deutschland

Eesti

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106

EA\rada

KANAHAIAH AE

Aew. Koung & Hiéktpag 4B
15122 Mapovot, Attikn, EAAGSa
TnA.: +30 210 6910311

e-mail: info@candilagro.gr

Espaia

Ecuphar Veterinaria S.L.U.

C/Cerdanya, 10-12 Planta 6°

08173 Sant Cugat del Vallés, Barcelona (Esparia)

France

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Lietuva

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106

Luxembourg/Luxemburg
Kela Veterinaria nv/sa
T:+32 37806390

E: info.vet@kela.health

Magyarorszag
Alpha-Vet

1194 Budapest,
Hofherr A. u. 42.

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Nederland

Kela Veterinaria nv/sa
T:+32 37806390

E: info.vet@kela.health

Norge

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Austria

Polska

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Portugal

MEDINFAR- SOROLOGICO- PRODUTOS
E EQUIPAMENTOS, S.A.

Rua Henrigue Paiva Couceiro, 27

Venda Nova , 2704-006 Amadora

Portugal
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Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

island
Icepharma hf,
Lynghalsi 13,
110 Reykjavik
Iceland

Italia

Teknofarma S.r.l.

Strada Comunale da Bertolla all’ Abbadia di
Stura, 14

10156 Torino

ITALIA

Kvbmpog

VTN Veterinary and Pharmacy Ltd.
PO Box 23886

CY1687

Nicosia

Latvija

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106

Romaénia

SC Montero Vet SRL
Str, Celofibrei nr. 25-27,
Bragadiru, llfov,
Romania

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Slovenské republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788
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DOYAAO OAHI'TQN XPHXHX
Rheumocam 5 mg/ml evéoipo diddvua yio Boogldn kot xoipovg

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAYX TAPAT'QI'HXE T1IOY EINAI YIIEYOYNOZX I'TA THN
AITIOAEEMEYZXH HAPTIAQN XTON EOX, E@OXON EINAI AIA®OPETIKOI

Kdrtoyoctncadstockukiopopiog
Chanelle Pharmaceuticals Manufacturing Ltd. Loughrea, Co. Galway, IPAANAIA.

Hapoaywydc vrevfuvog yia TV amodEcUEVTT) TOV TAPTIO®V
Chanelle Pharmaceuticals Manufacturing Ltd. Loughrea, Co. Galway, IPAANAIA.

Ko
Eurovet Animal Health B.V. Handelsweg 25, 5531 AE Bladel, OiKatoXopeg

Ko

Labiana Life Sciences, S.A., C/ Venus, 26, Pol. Ind. Can Parellada, Tarrasa, 08228 Bapkeimdvn

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rheumocam 5 mg/ml evéoipo didlvpa yio foogldn kot yoipovg
Meho&ucdun

gl XYNOEXH XE APAXTIKO(A) XYXTATIKO(A) KAI AAAEX OYXIEX

‘Eva ml nepiéyet:
Meho&wdun5 mg

Ethanol (96%) 159.8 mg
Awovyég, KItptvomod StdAva.

4. ENAEIEH(EIY)
Boogwon :

Xprnoponoteitol o€ 0&gleg AVOTVELGTIKEG AOTUMDEELS, OE GUVOVAGUO LE TNV KOTAAANAT avTIBLOTIKY|
Oepamneio, yia T pel®on TOV KAVIKGOV GOUTTOUATOV GE BOOELON.

Xpnoonoleiton o€ d18pPoLES, GE GLVOLAGO LE OO TOV CTOUATOC EVVOATIKT Bepoameia, Yo TN
LEI®ON TOV KAVIKOV CUUTTOUAT®OV G€ LOoYoVG NAIKiog peyaivtepng g 1 efdonddag kat og
LOGYidEC .

Xoipot :
Xpnoiponoteitol 6€ Un LOAVGHOTIKEG TUONGELS TOV KIVITIKOD GLGTHUOTOG, Y10 TN Uelmon TV
CUUMTOUATOV TNG YOAOTNTOG KOl TNG PAEYUOVNAG.

IMa v katampdovorn Tov HETEYXEPTTIKOD TOHVOV OV GYETILETAL LLE OEVTEPEVOVES YELPOVPYIKEG
EMEUPAGELS TOV LOAOKDV 1GTOL, OO O EVVOVYLIGLOG.

5. ANTENAEIZEIX
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Na pn ypnotponoteital oe {Ho IOV VTOPEPOLY OO PEIWUEVT] NTTOTIKY, KOPOLOKT 1| VEQPIKT
AgrTovpYio KOl QHOPPOAYIKES OLOTAPAYES, T OOV VILAPYOLV EVOEIEEIC Y10 YOOTPEVTEPIKA EAKN).

Na pn ypnoiponoteital o€ tepinTmon vaEPELOICONGING TN SPUCTIKT 0VGiN 1 G€ KATO10 Ao Ta.
£KO0y .

T ™ Bepameio e didpporog Twv PooeddV, TO TPOTOV OV TPEMEL VoL ypnoLpomoteitol og {da nAkiog
piKpoTEPNG TNG UG EfOOUAdOC.

Na pn ypnoiponoteital oe yoipovg 1 Akiag LIKpOTEPNS TV 2 NUEPDV.

6. ANEINNIOYMHTEX ENEPTEIEX

210 fo0g1d1 KOl TOVS ¥O1POVE, 1 VTLOJOPLA, 1) EVOOUVIKY], OTIMG Kol 1] EVOOPAERLa Yop1ynom sivart kaAd
OVEKTEC. X€ KAWVIKEG UEAETEG IOV £ytvay Gg BooE1dn, mapatnpnOnie eappd TapodKod oidNUe 6TO
onpeio g éveong, Letd amd LLOdOPLY XOPYNOT, GE TOGOGTO HKPATEPO TOL 10%.

e TOAD OTAVIEG TTEPMTMOELS, UTOPEL VO EMGVUPOVY AVOPLAOKTIKEG OVTIOPACELS Kal Oa TpEMEL val
OVTILETOTICOVTAL GUUTTMOLOTIKAL.

H ocvyvomta epodviong tov avembountomv evepyeimv kabopiletor wg akorovOwg:

- ToAD cuyvn (eprocdtepo omd 1 ota 10 {oa Tapovctdlovy avemBOUNTEG EVEPYEIEG KOTA TN
duapketa g Oepameiog)

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

- un ovvnOwopévn (tepiocdtepo amd 1 ahdd Atydtepo amd 10 {da ota 1.000 vrd Bepancio {ma)
- omdvia (meplocdtepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Bepomeio (Do)

- oAb omdvio (Arydtepo amo 1 ota 10.000 vid Beponeio (Do, copmePIAAUPAVOUEVOY TOV
LLELOVOUEVOV OVOPOPDV)

Edv mapotnproete omolodnmote GAAN avemBOunT eVEPYELD TOV JEV OVAPEPETOL GTO TAPOV PVAAO
00N YLDV YPNONG TAPOUKAAEIGOE VO EVILEPDOETE GYETIKMG TOV KTNVINTPO GOG.
1. EIAH ZQQN

Booegdn (pdoyot kot veapd oogldn) kot yoipot

8. AOZOAOITA IT'TA KAGE EIAOX , TPOITIOX KAI OAOX(OI) XOPHI'HXHX
Boosg1o1):

E@dnoag vrodopia 1 evdoeAiio éveon otn 60on Twv 0,5 Mg perofikaung/Kg copatikod Bapovg (dnA.
10 ml/100 kg copatikod Bapovg) oe cuvévacud pe v KatdAAnAn aviiplotikn Bepaneio f pe v amd
TOV GTOUOTOC EVLOOTIKY Oepameia.

Xoipou:

Mvuookeletikég datapayég

Epdnoa evdopwikn £veon otn 86om tov 0,4 mg peho&ikdpunc/kg couatikod Bapovg (dni. 2,0 ml/25kg
copoTikov Bapovg). Eav aratteitar, pumopei va yivel po de0tepn Yopnynon HeAoEIKAUNG, LeTd and 24
MpPEC.

Meiwon Tov peteyyelpnTkon mOVOL:
Epdnoag evdopwikn éveon ot 660 tov 0,4 mg peho&ucdpunc/kg copaticod Bapovg (ni. 0,4 ml/5kg
COUOTIKOD BAPOVG), TPV amd TN YEPOVPYIKT EXEUPAON.
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ISwaitepn Tpocoyn Ba Tpémet va diveTon GYETIKA L TOL aKPIPN TPOSIOPIGHE NG OOONG, LE TN YPNoN
poG KatdAAnAa dtofabiocpévig cupyyos Kot TL TPOGEKTIKY EKTIUNGN TOL COUATIKOV BApovc.

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

Noa aropegbyete TNV EXUOAVVOT] KATA T P ON.

10. XPONOX ANAMONHX

Boogon: kpéog kot edddipot totol: 15 nuépeg
Xoipou: kpéog Kot eddO0L 1oTol: S NUEPES

11. EIAIKEX XYNOHKEX AIATHPHXHX

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

Agv vapyovV e101KEC 00N YiEC S1aTHPNONS Y10 OVTO TO KINVIATPIKO POPLOKEVTIKO TPOTOV.

Na pn ypnoiponoteital HeTd amd v nuepounvio ANENG TOv avaypAPETOL GTO KOLTI Kol 6TO (LOALS10.
Avgpxera {ong petd 1o TpdTo dvorypa Tov TePEKTN: 28 NUEPEC.

12, EIAIKH(EX) ITPOEIAOITIOIHXH(EIX)

H Bepamncio tov xopdiov pue Rheumocam wtpv amd 1ov euveuyiopd, HEOVEL TOV UETEYXEPTTIKO
ovo.

IMao v enitevén ovakovVEIoNG ATd TOV TOVO KATA TN YETPOVPYIKT EXEUPACT), aonTeiTOL 1
TOVTOYPOLN

YOPMYNOM EVOG KOTAAANAOL 0va1GHNTIKOV/MPEUGTUKCOD.

T vo emiteveyBel to kKoAbTEPO duvaTd avainTikd amotéleoua, To Rheumocam Oo mpénetl va
yopnyeitan 30
AEMTA TPV OO TN YEPOVPYIKY| EXEUPOCT).

Eww) [Ipopurdéels kotd n yprion o€ {oa

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

Na amopedyetar 1) xpfion 6€ coPapd aPLIATOUEVE, VITOYKALUIKE, 1] VTOTUCIKE (Mo 6T omoia
OTOLTELTOL TOPEVTEPIKT OMOKOTAGTACT TV VYPDV, SIOTL VITAPYEL EVOEXOUEVOG Kivouvog To&iKmoNG
TOV VEQPOV.

Ewdw) [TpopuAdéelg mov mpémet va Aapfdvovior amd to dropo mov yopnyet 1o tpoiov

Toyoio awtoéveon e To TPoidv TBavo va TPoKOAEGEL TOVO. ATOO e SOTIOTOUEVN VIEPELOICON G
o€ LN 6TEPOELDN AVTIPAEYUOVADIN (MEAD), TPEMEL VO, ATOPEVLYOVV TV EMOQT| LLE TO KTVINTPIKO
QOPUOKEVTIKO TPOTIOV.

Xe mepintwon mov Kotd Adbog Tpunndeite pe T fEAOVA TNG GUPLYYAG TTOL TEPLEYEL TO PAPLOKO, VO
avalntoete apécmg Tpikn fondela Kot vo emdei&eTe oToV 10TPO TO PUALO 0ONYIDV XpHIoNG 1 TNV
ETIKETA TOV QAPLLAKOV.

Xpnon Katd Ty KOnom Kot T yolovyio
Booegdn: Mropel va gpnoiponomBel kotd ) didpkeia tng KOMomngG.
Xoipot: Mmopel va ypnopomomn el Katd tn StipKeLd TG KONONG KoL TG YoAovyiog

AMNAETIOPACELC e GAAD QOPUOKEVTIKG TTPOTIOVTO Kol GAAEC LOPPEC AAANAETIOpaoNS
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To mpoidv dev TPEMEL VoL YOPMYELTAL TOVTOYPOVE, LLE YAVKOKOPTIKOGTEPOELDT], LE GAAQ U1 CTEPOEION
OVTIPAEYLLOVDOT QAPLLOKO 1] OVTITNKTIKOVE TOPEYOVTES.

Ynepdoosohoyio (CLUTTOUOTA, LETPO AVTIUETOTICNC, AVTIO0TO)
Xe mepintwon vrepdocsoloyiag, Ba mpémet va yopnynOel cupnTouatikn Oepomeio.

13. EIAIKEX ITIPO®YAAEZEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
IPOEPXONTAI AIIO TH XPHZH TOY ITPOIONTOX

Ta @dppokoe dev TPEMEL VOL ATOPPITTOVTOL LECH TOV AVUATMOV 1 TOV OIKIOKOV omoPATwV, oAAL
GOV, LLE TIG LoYVLOLGEG eBVIKEC amartioglc. Ta PETpa avTd ATOcKOTOOY GTNV TPOCTAGIN TOL
nepPaAiovrog.

14, HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Aentopepeic TAnpo@opies Yo 10 v AdY® KTNVIATPIKO QUPHOKELTIKO TTPOioV dlaTiBevtal oTov
diktvakd tomo tov Evpomaikov Opyavicpov Papudakev (http://www.ema.europa.eu).

15. AAAEX IIAHPO®OPIEX

Kovti amd yaptovi pe 1 dypopo yodivo eraridio tawv 20 ml, 50 ml 1 100 ml.

Mmopei va, unv KoKAoQopoOV OAEC 01 GLCKEVUGIEC.

IMo omoladnmote TANPOPOpio GYETIKA LE TO TUPOV KTNVINTPLIKO PAPUOKEVLTIKO TPOiOV, TapaKoAeicOe
va amevfuvheite GTOV TOTIKO AVTITPOGMITO TOV KATOYOL TG AOEL0C KUKAOPOPING.
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Belgié/Belgique/Belgien

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Peny0auka bnarapust

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Ceska republika

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Danmark

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Deutschland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 35391 841788

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Elrada

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Espaiia

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

France

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 35391 841788
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Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Luxembourg/Luxemburg

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Magyarorszag

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Nederland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Norge

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Osterreich

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Polska

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Portugal

MEDINFAR- SOROLOGICO- PRODUTOS
E EQUIPAMENTOS, S.A.

Rua Henrigue Paiva Couceiro, 27

Venda Nova , 2704-006 Amadora

Portugal



Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 35391 841788

island
Icepharma hf,
Lynghalsi 13,
110 Reykjavik
Iceland

Italia

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Kvbmpog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea
Co. Galway
Tel: + 353 91 841788
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Roménia

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Slovenské republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 35391 841788

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

Tel: + 353 91 841788



OYAAO OAHI'TQN XPHXHX
Rheumocam 330 mg,kdkkovg yio dAoya

1. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX TTAPAT'QI'HX T10Y EINAI YIIEYOYNOX I'TA THN
AIIOAEXMEYXH ITAPTIAQN XTON EOX, E©OOXON EINAI AIA®OPETIKOI

Kétoyoc tne ddstag kukAopopiackot tapaywyds vrevfuvog yio Ty omelevfEpmon TV TopTidwy
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Iphovdia.

2. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Rheumocam 330 mg,kdkkovg yio dhoya.
Meho&ucdpn.

gl XYNOEXH XE APAXTIKO(A) XYXTATIKO(A) KAI AAAEX OYXIEX

Kabepakerdximepieyet:Melo&ikaun 330mg.
Avoytod KiTptvoKOKKOLG,.

4/  ENAEIZH(EIXL)

Kotampdovon g pAeyHovig Kol avaKoUPLoT) TOV TOVOL, TG0 o€ 0&eieg, G0 Kal G YPOVIES
LLOCKEAETIKEG dlatapayEg o€ dAoyomov {uyilouv peta&v500ka600 kg.

5 ANTENAEIZEIX

Noa pn ypnoiponoteital oe £YKveg 1 YaAovyoHoes popPades.

Na pn ypnoiponoteital 6 GA0Y0 TOL TAGYOLY A0 YOTTPEVIEPIKES SLUTAPAYES, OTWS PAEYLLOVI] KoL
aloppayic, HELOUEVT NTOTIKY, KOPIIOKT 1] VEQPIKT AEITOVPYIN Kot allopporyikég dtoTapayés. Na pun
YPNOUOTOLEITOL OE TEPIMTMOOTN LITEPELALGONGIUG GTN dPACTIKY OVGia 1| € KATO10 0d T EKSOY AL
Na pn ypnoiponoteital 6 GAoya NAKIOG IKPOTEPTC TOV 6 UNVOV.

6. ANEINNIOYMHTEX ENEPI'EIEX

X KMVIKEG OOKIUEG, TopaTNPONKOY LELOVOUEVE TEPIGTUTIKA TUTKMY TOPEVEPYELDY TMV [N
GTEPOEODV AVTIPAEYLOVOODV Qapprdkmy (MEAD) (ehappd kvidwon, didppoia). Ta copmtdpaTo
VT, NTOV AVAGTPEWYLLLAL.

& 1010iTEPU OTAVIEG TEPITTMOOELS £YoVV avoeephel ammdAgia 0peéng, ABapyog, Kothakd dAyog Kot
KoAiTda. Emiong, o€ moAd 6mdviec TEPITTOCELS OVOPUAOKTIKES OVTIOPAGELS, Ol OTTOlEg Umopel va eivat
coPopéc (Kabmg kot Bavatneopeg) umopel vo TopovclacTovy Kot B mpémel va avtipetorifovrol
GUUTTOHOTIKA.

H ocvyvomta epodviong tov avembountov evepyeimv kabopiletor wg akorovOwg:
- ToAD cuyvn (meprocdtepo omd 1 ota 10 {oa Tapovctdlovy avemBOUNTEG EVEPYEIEG KOTA TN
duapketa g Oepameiog)
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- ouyvn (Ttepiocotepo amd 1 addd Ayotepo and 10 {da oto 100 vd Bepaneio {dar)

- un ovvnBopévn (tepiocdtepo amd 1 adAdd Aryotepo amd 10 {ma ota 1.000 vrd Beponeia {ha)
- omavia (meplocotepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Bepomeio {Har)

- oAb omdvia (Arydtepo amo 1 ota 10.000 vid Bepancio (da, cupmeprlapuPavopévayv Tmv
LELOVOUEVOV OVOPOPDV)

Y& mepinton eueaviong avemiBounTov evepyelav, Ba tpénel va dtokontetor 1 Oepaneio Kot va
{nreitor n cVUPOVAR TOV KTNVIATPOL.

Edv Soamiotmoete omolecdnmote GALEG TAPEVEPYELES, TAPAKOAD EVIUEPDGTE TOV KTNVIATPO OOG.

7. EIAH ZQQN

Ahovya.

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

Me v tpoon.

Xopnyeitot ovapeleryuévo pe v tpoen N anevbeiog 6to otopa, ot d60n tev 0,6 mg/kg copatikon
Bapovg, amal nuepnoing, ylo didpkela Eo¢ 14 nuépec.

To mpoidvha mpémel va Tpootebel 250 g povoAL®OTPOPOV,TPIVTIY TPOPOSOGia.

Kabe paxeriokogmepiéyeipio d6onyla £va dhoyomov Luyifovv petalnS00xai600 kgiot n 66omdevia
npénewvo olapedel oepikpdTepPES 0OGELG.

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

No aropegbyete TNV EXUOAVVOT| KATA T YP1ON.

10. XPONOX ANAMONHZX

Kpéag kot edmdpot wotoi: 3 nuépec.
Agv emTpEneTOL 1) XPNON O€ YOAAKTOTAPAY®YA (Mo Ta ooia, mopdyovy yaAa yio ovOpdmivn
KATOVAA®DOT).

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetor o 0éom, TV onoia dev PAETOLY Ko dev Tpoceyyilovv Ta Tad1d.

Agv vapyovVv e101KEC 00N YieC S1aTHPNONE Y10 OV TO TO KINVINTPLKO TO TPOIOV.

Na pn ypnoiponoteital LeTd Ty nuepounvia AENG ToL avaypapeTaL 6T XAPTIVI £OTEPIKN
ovokevaocia kot petd to EXP ot pokeldxkt.

Awdpketo {ong HETA TNV EVOMUAT®GN TOV 0T LOVGMIMOTPOQ®OV: GIEST] YPNOT).

12. EIAIKH(EX) IPOEIAOIIOIHXH(EIX)

Ewun [IpoeuidEeic katd n ypron oe {da

Noa amo@edyetar 1) ¥pon 6€ OAL TA, APLOATMIEVA, VITOYKAUKE, 1] VTOTAGIKA (M, 010TL VITdpPYEL
£vdegyOIEVOC KIVOUVOG TOETKWOONC TV VEQPOV.

TlMavaghoyiotoronbei o kivovvogtnguicariodosiog, Tonpoidvia mpénet va
OVOULYVOETAIGEPOVOALTPOOT).

Av16 Tompoiovetvarpdvoylayprionoedioya couatikod Bapovgueta&h 500 ko 600kg.
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Ewdw) [Tpopurdéelg mov mpémet va Aapfdvovior amd to dropo mov yopnyet 1o Tpoidv

Atopa pe demotouévn vaepevoictnoio ota Mn Xtepoeldn] Aviipieypovadn @apuaxo (MEAD),
TPEMEL VAL ATOPEVYOLV TNV EMAPT] LLE TO KTVIATPIKO QOPLUOKEVTIKO TPOTOV.

e mepinton Tuyaiog Katdmoong, va avalntioete apéong aTptkn fondeia kot va emdeitete otov
10TPO TO GUALO 0ONYLDV ¥PNONG 1 TNV ETIKETA TOV PAPLAKOL.

Eyxvpocivn kot ) yolovyia
Na pn ypnoiponoteital e £ykva 1 yohovyovvto {da.

AMNAETOPAOEIS PUE GAAD QAPUAKEVTIKA TPOTIOVTO KOl GALEG LOPQEG AAANAETIOPAIOTG
Noa pn yopnyeiton TovTdYpOVa LLE YAVKOKOPTIKOELDN], GAAQ LUN-CTEPOELON AVTIPAEYLLOVMDOT PAPLLOKE, 1|
LLE QVTITNKTIKOVG TOPAYOVTEG.

Ynepdocoroyio (CUURTOUATO, LETPO AVTLLETMOTIONG, OVTIO0TO)
Xe mepintwon vrepdocsoroyiag, Ba mpémet va yopnynOel cupnTouatikn Oepomeio.

AcvpuBatdtnreg

Abdy® EMheyNG LEAETOV OGVUPATOTNTOG, TO POV KITNVIOTPIKO PUPLOKEVTIKO TPOidV dev TPEMEL VOl
OVOPETYVOETOL PE GAAO KTNVINTPIKG QUPUAKEVTIKG TPOIOVTO.

13. EIAIKEX IPO®YAAZEEIX AITIOPPIYHX ENOX XPHEXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY MPOIONTOX 'H AAAQN YAIKQN ITOY
ITPOEPXONTAI AITIO TH XPHXH TOY ITPOIONTOX

Svppovievbeite Tov knviaTpd oag Yo ToV TPOTO AmOPPIYNG TOV Ypnoipomombéviav papudrkov. Ta
HETPOL ALTA OTOGKOTOLY GTNV TPOGTAGI TOL TEPPAAAOVTOC.

14, HMEPOMHNIA THX TEAEYTAIAX EIT'KPIZHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Aemntopepeic mAnpoopieg o Tov Tapov mpoidv drotifevian otov diktvokd Tdémo tov Evpomaikov
Opyoaviepod Goppdkmyv otn digvbvvon (http://www.ema.europa.eu).

15. AAAEX ITAHPO®OPIEXZ
péyebog ovokevaciag: 10, 100 pakeidkia.

T"o omoladnote TANPOPOPIa. GYETIKA LLE TO TAPOV KTNVIATPIKO PUPLOKEVTIKO TPOTOV, TapakaleicOs
va amevfuvheite GTOV TOTIKO AVTITPOGMIO TOV KATOYOL TG AOEL0C KUKAOPOPING.
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http://www.emea.europa.eu/

Belgié/Belgique/Belgien

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Penyb6smka bearapus

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tél/Tel: +353 91 841788

Ceska republika

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Deutschland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Eesti

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tél/Tel: +353 91 841788

Elrada

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tél/Tel: +353 91 841788

Espafia

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788

Lietuva

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Luxembourg/Luxemburg

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Magyarorszag

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tél/Tel: +353 91 841788

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tél/Tel: +353 91 841788

Nederland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Norge

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Osterreich

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tél/Tel: +353 91 841788

Polska

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788
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France

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

island

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Italia

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Kvbmpog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Latvija

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Portugal

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Roménia

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Slovenské republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Suomi/Finland

Vet Medic Animal Health Oy
PL 27

FI-13721 Parola

Sverige

VM Pharma AB

Box 45010

SE-104 30 Stockholm

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788
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OYAAO OAHI'TQN XPHXHX
Rheumocam 0,5 mg/ml nécipo evarmpnuoyia yareg

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAX KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAY TAPAXKEYHZX I10Y EINAI YIIEYOYNOX I'TA THN
ANTIOAEEMEYZXH IMAPTIAQN, E©@OXON EINAI AITA®OPETIKOI

Kétoyoc tne ddstag kukAopopiackot tapaywyds vrevfuvog yio Ty omelevfEpmon TV TopTidwy
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,

Co. Galway,

Iphovdio.

2. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Rheumocam 0,5 mg/ml tocipo evaudpnuo yo. yoTeg

3. YYNGOEXH XE APAXTIKH(EYX) OYZIA(EX) KAI AAAA XYXTATIKA

‘Eva ml nepiéyet:
APOOTIKO GVGTATIKO:
Melo&ucaun 0,5mg

"Exdoya:
Bev{oixo vatplo 1,5 mg

Agntd kitpvo evaiwpnua

4, ENAEIZH(EIYL)

Koatampdoven tov ehappol £0¢ HETPLov Pabpod PETEYXEPNTIKOD TOVOL KOl TNG PAEYLOVIC LETA 0md
YEWPOVPYIKEG EMEUPACELS OE YATES, T.Y. opBomedcéc eneuPdoels Kot ENEUPACELS TOV LOAOKDV 1GTOV.
Kotanpdovon tov Tovov Kot TG eAEYHOVIS oTig 0&gleg kal YpOVIEC LDOOKEAETIKES Sl0TAPUYEG OF
yéteg

5 ANTENAEIZEIX

Na pn ypnoiponoteital e £ykva 1 yohovyovvto {da.

Noa unv yopnyeital o€ YATeG e YOOTPEVTEPIKEG dATUPUYEG OTMC, Epediondc Kat apoppayic, HEWUEVN
NTATIKY, KOPOLOKN 1] VEQPIKN ALTOVpYia Kol Qpoppaytkés dtotapoyss. Na pun xpnoiponoleital e
TEPIMTOON LITEPELALGONGIAG OTN OPOUCTIKN 0LGIN 1) € KATO0 amd Ta, EKSOYO.

Agv mpémet vo. yopnyeitot o yateg nAkiog pkpotepng Tov 6 fdopdadmv

6. ANEINNI®OYMHTEZX ENEPT'EIEX
Tomkég avemBOunTeg evépyeteg twv MEAD dmwg ammdAgla TG OpeEng, EUETOG, dldppota, iyvn allaTog

ot KOTPOVA, ammABEL0 KO VEQPIKT| OveETdpKeLa £xovv avapepBel 6mopadikd Kot 6€ TOAD oTavieg
TEPIMTMOGELG YUOTPEVTIEPIKT EEEAKMOT Kot ovENUEVA EIMES O NTOTIKAV EVEOU®V.
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AvTég o1 avemBOuNTEG EVEPYELES, EIVOL OTIG TEPIOCOTEPEC TEPUTTMOELS TAPOOIKES Kot e&apavilovral
HETA TN Stakomn NG Bepomeiag, aALL o€ GMAVIEC TEPMTMOELG UTOpEL va glval coPapéc 1
Bavotneopsc.

Edv mapotnpnBodv avemBounteg evépyeleg mpémnet va dtokdmtetan 1 Oepameio Kot vo {ntndei n
GLUPOVAT KTNVIATPOV.

H ocvyvomta epedviong tov avembountov evepyeimv kabopiletar wg akorovOwc:

- oA ovyvn (eprocdTepo amd 1 ota 10 {da Tapovctdlovy avemBOUNTEG EVEPYEIEG KOTA TN

dudpxeta tng Oepameiog)

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

- un ovvnOepévn (tepiocdtepo amd 1 aldd Atydtepo amd 10 {da ota 1.000 vrd Oepancio {ma)

- omavia (meplocotepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Bepomeio {Ha)

- moAb omdvia (Aydtepo amo 1 oto 10.000 vid Bepancio {da, copmeptlapuPoavouévayv Tmv
LELOVOLEVOV aVAPOPDV)

Edv mapotnpnoete omolodnmote avemiount evEPYELD, OKOUO, KOL 0V OEV OVOPEPETOL GTO ECMKAEIGTO

DOALO OdMyrdv Xpnons 1 oUPLBAAETE Yia TV ATOTEAECLLATIKOTNTO TOV QapULiKov, TapaKaAeiche va

EVIUEPDOETE GYETIKMG TOV KTNVINTPO GO,

7. EIAH ZQQN

Téiteg

8. AOXOAOI'TIA I'TA KAGOE EIAOZXZ, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo Tov 6TONHATOG YOpPNYTIoN

Meteyyelpntikdc Tdvog Ko AEYLOVN LETE omd YEPOVPYIKES EnEUPACELC:

Metd v apywkr Oeponeio pe Rheumocam 5 mg/ml evésyuo didAvpa ya yéteg, cuveyiote )
Oepoameia 24 opeg apyotepa pe Rheumocam 0,5 mg/ml woéopo evoudpnua yio yéteg ot 8661 TV
0,05 mg/kg copatikov Bapovg. H emaxdiovdn déon and to otopa umopei va yopnyndei pia popd
nuepnoing (pe pesodaotiuata 24 wpadv) yio S14cTtnia £0¢ TEGGEPLS NUEPEC.

Oéelec pouookeieticéc datopayéc:

Apywn Oepoameia, eivar pia epdmo 660 amd 1o otoua tov 0,2 mg ueho&ikdunc/ Kg copotikod
Bapovg katd v TpdyTn Nuépa. H Bepomeio amd to otop0, TPEMEL v cuveyileTon o popa NePToimg
(ue pecoduootpata 24 ®padv) oty 860 tov 0,05 mg pero&ikaung/kg copatikod Bapovg yio 660
YPOVIKO StaoTNa dSapKovy 0 0EHG TOVOG Ko 1 o&eia pAEyLLOV.

XpOvieg LookeAeTIKES SloTapayEc:

Apyn Oepameia, eivar pia epdma 66omn twv 0,1 mg pelo&ikaung/kg copatikod Bapovg katd tnv
ot Nuépa. H Bepamneio amd to otona, mpénel va cuveyileton kabnuepva (Le pecodtootrpata 24
®pOV) o1 cuvinpnriky d6om tov 0,05 mg pero&ikaunc/kg copaticod Bapovg.

Xuvnbag mopatnpeitat Bertioon o 7 nuépec. H Bepaneia, mpémet va drakomteton petd amd 14 nuépeg
TO OV, av dgv TapotnpnOel eppaving Pedtioon T KAVIKIG EKOVOC.

0d6¢ ko néEBodog yopnynong

Avakveiote KaAd Tpv amd ™ ypnon. No yopnyeitor amd 10 oTOLa, EITE AVOUEUELYLEVO LE TV TPOOT,
gite anevbeiag oTo GTOUA.

H oVpryya mpocappodletar 6To 6ToyovOUETPO TNG GLAANG Ko ExEl KAlpaka Babporloynuévn
katd Kg copatikod Bapovg n omoia avtictoryel otn 660 twv 0,05 mg/kg copatikod Bapovc.
‘Etot, yio v €vapén e aymyng oTig ¥pOVIEG LVOCKEAETIKEG SLOTAPAYES KOTA TNV TPMTN
nuépa, Ba amort el dimhAdcia doon ar' eketvn g 06ong cvvtpnons. o v Evapén g
ayOYNG OTIG 0EElEC LVOGKEAETIKES dlATAPOYES KATA TV TPAOTN NUEPA, Oa amartnOel 4-tAdoio
d0om amd exetvn g 00N GLVTIPNONG.
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9. OAHT'IEX I'TA TH XQXTH XOPHI'HXH

[Switepn mpocoyn mpémet va Aappdvetol og 0Tt apopd TV axpipr] yoprynon g 06ong. Asv Ba
TPENEL VO, VITEPPOIVETAL 1] CLVIGTOUEVT dOOM.

TTopakareicBe va akolovBeite TposeKTIKd TIC 0dNYiEG TOV KTNVIATPOL.

Noa amo@edyete TV EXUOAVVON KATA TN YPNON).

10. XPONOX ANAMONHZXZ

Agv 16y0€L.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Agv vapyovV e101KEC 00N YiEC S1OTHPNONE Y10 OV TO TO KINVIATPIKO POPLOKELTIKO TPOTOV.

Na pvidooetal o€ Béom, TV onoia dev PAETOLY Kot dev Tpoceyyilovy Ta TALdd.

Adipxera {omng LETE TO TPAOTO GVOLYLLOL TOV TEPLEKTT):

®14An 3 ml kou 5 ml; 14 nuépeg

Ddidreg 10 ml ko 15 ml: 6 pnveg. Na un ypnoyonoteiton petd amd v nuepopnvia ANéng
(AHEH/EXP) mov avaypdeeTol 6To KOUTi Kot TN QLOAT.

12, EIAIKH(EX) ITPOEIAOITIOIHXH(EIX)

Ewdw| mpopviaén yia ) yopiiynon ota {da
Noa amopegbyeTol 1 (p1oN 6€ OAN TA OPLVINTMOUEVE., VITOYKOLUIKA, 1] VTOTACIKA (MDA, S1OTL VITAPYEL
EVOEYOUEVOC KIVOLVOG TOEIKMONG TOV VEQPPOV.

Meteyyelpntikdc Tdvog Ko AEYLOVN LETE omd YEPOVPYIKES EneUPAGELC:
e TEPINTOOT AVETAPKOVS avaKoHPIoNG omd Tov OV, Ba wpénet va, AneBel vToyn | TOavOTNTA TNG
TOAVAEITOVPYIKNG Bepameiog Tov TOVOL.

Xpovieg LVOCKEAETIKEG S10TAPOYES:
H avtondkpion otn pokpoypovia Bepomeio, Oa wpénel va mapoakorovbeiton o TaKTA YpoviKd
dluotpaTo amd ToV KTnvioTpo.

Idwitepec TpoLAGEELC TOL TPEmeL va AapuBdvovTal amd To ATOUO TOL YOPNYEL TO KTNVINTPIKO
QOPUaKELTIKO TPOTOV oe {da

Atopa pe dwomiotmpévn vepevoiotncio ota Mn Xtepoeidn Aviipieypovadn Pappoxo (MZAD),
TPEMEL VAL ATOPEVYOLV TNV EMAPT] LLE TO KTNVIATPIKO QOPUAKEVTIKO TPOTOV.

e mepintwon Tuyaiog Katdmoong, vo avalntioete apéoms aTptkn fondeia kot va emdeitete otov
10TPO TO GUALO 0OMYLDV ¥PNONG 1 TNV ETIKETA TOV PAPLAKOL.

Eyxvpocivn kot tn yodovyia
H aoc@dieia Tov KTNVIOTPIKoD QopUaKELTIKOD TPoidvTog dev £xel amoderydel Katd T dLapKeEL TNG
KONoNG Ko TG yorovyiog. BAéme kepdiaio «ovtevoei&eioy

AMnAemdpboelc pe GAAQ QAPUOKEVTIKA TTPOidVTO Kot AALEG LOPQEG aAANAETIOPAIOTS

Alho MEAD, d100pNTIKd, OVTITNKTIKA, OLIVOYAVKOGIOKA OVTIPLOTIKA Kol OVGIES [Le VYNAT EGUEVON
TPOTEIVOV, UTOopel vo avtaymvifovtal ot 6£cuevon kot vo 0dnyolv £tot o€ Toucég avtidpdoeic. To
Rheumocam dev mpénet va yopnyeitor pe dAha MEAD 1 yAvkokoptikootepogldr. H mapdAinin
YOPNYNON TOOVOG KTNVIATPIKOV QOPUAKMOVIPETEL VO, OTOPEVYETAL.

133



IIponynBeica Bepomeio pe avTIPAEYLOVMOIELG 0VGIEC popel va 0dNyNoEL og emmpPOcHETEC N
EMOVENUEVEG OVETIOOUNTEG EVEPYEIEG KO KOTA GUVETELY B0 TPEMEL VO, STOKOTTETAL 1) YOPNYNOT| TETOI®V
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVIMV Y10, VO YPOVIKO S1AGTN L0, TOVAGYIOTOV 24mV ®POV, TPV
omd v évopén g Bepamneiog. [Tapdra avtd n yxpovikny mepiodog amd v mponyovuevn Bepameio
puéxpr v €vapén g véag Bepameiag, Bo eSaptndel and Ti PoPUAKOAOYIKES 1O1OTNTES TOV QAPLLAK®V
7OV glyav YpNooToOel TPONYOLUEVMG,.

Yrepdocoroyia (CUURTOUOTA, LETPO AVTLLETATIONG, OVTIIOOTA)

H pedo&ucdpn, éxel pkpd Bepameutikd e0pog acPAAELNG OTIG YATES KOl LTopovV va Tapatnpnbodv
KAWVIKG GUUITOUOTE VTEPOOGOAOYING, LETE OO OYETIKA LKPA ENimeda VITEPOOTTG

e mepinton vrePO0GOLOYING, Ol AVETIOVUNTEG EVEPYELES, OTMC AVTEC avapépovTol oto Kepdiato
«AvemBOUNTEG EVEPYELEDH, AVAUEVETOL VA ElvaL GOPapATEPES KOl GUYVOTEPES. L€ TEPIMTWOOT)
vrepdocoroyiag, Oa Tpémel va yopnynbei cupntopotiky Oepaneio

AcvpuBatdtnreg

AOY® EAAEYNG LELET®V OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV OgV TPEMEL VAL
OVOUELYVOETOL [LE GAAD KTVIOTPIKA QOPUAKEVTIKE TPOIOVTAL.

13. EIAIKEX IPO®YAAZEEIX AITOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

Ka0e pn ypnoipomomBév ktviatpikd QuprokeLTIKO TPoToV 1 U XPNOYLOTOMOEVTO VTOAEILOTE TOV
TPEMEL VO ATOPPITTOVTIOL COLPOVA LE TIC KATA TOTOV 16YVOVGES S10TAEELS.

14, HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Aentopepeic TAnpoopieg yio Tov Tapov mpoidv drotifevian otov diktvokd Tdémo tov Evpomaikov
Opyoviopot Gopudkmv ot digvbvven (http://www.ema.europa.eu)

15. AAAEX ITAHPO®OPIEX

DA tov 1 x3ml, 1 x5ml, 1 x10ml x 15 ml nov nepiéyet o SocopeTpikn cHptyya.

Mmropei va, unv KoKAOQPOpPOUV OLEG 0L GLOKEVAGIES.

IMo omoladnmote TANPOPOpio GYETIKA LE TO TUPOV KTNVINTPLIKO PAPHUOKEVLTIKO TPOiOV, TapaKoAeicOe
va anevBuvOeite GTOV TOTIKO AVTITPOCHTO TOV KATOYOL TNG AOELS KLKAOQOPTHG.
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Belgié/Belgique/Belgien
Kela Veterinaria nv/sa
T:+32 37806390

E: info.vet@kela.health

Penybauka bnarapust

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Ten: +353 91 841788

Ceska republika

Mistni zastupce drZitele rozhodnuti o registraci:

Orion Pharma s.r.o.
orion@orionpharma.cz

Danmark

Biovet ApS
Kongevejen 66
DK-3480 Fredenshorg

Deutschland

Alfavet Tierarzneimittel GmbH
Leinestr. 32

24539 Neumiinster
Deutschland

Eesti

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106

EArGoa

KANAHAIAH AE

Aeo. Koung & Hiéktpag 4B
15122 Mapovot, Attikn, EAAGSa
TnA.: +30 210 6910311

e-mail: info@candilagro.gr

Espaiia

Fatro Ibérica S.L.
Constitucion 1. PB 3
08960. Sant Just Desvern.
Barcelona. ESPANA
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Lietuva

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106

Luxembourg/Luxemburg
Kela Veterinaria nv/sa

T: 43237806390

E: info.vet@kela.health

Magyarorszag
Tolnagro Allatgyogyéaszati Kft.
7100 Szekszard, Rakoczi u. 142-146.

Malta

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Nederland

Kela Veterinaria nv/sa
T: +32 378063 90

E: info.vet@kela.health

Norge

Biovet ApS
Kongevejen 66
DK-3480 Fredensborg

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Austria

Polska

Przedstawiciel lokalny:

Orion Pharma Poland Sp. z o.0.

ul. Fabryczna 5A

00-446 Warszawa

Tel/fax: +48 22 833 31 77, +48 22 832 10 36


mailto:orion@orionpharma.cz

France

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tél: + 353 91 841788

Hrvatska

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Ireland

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

island

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Italia

Teknofarma S.r.l.

Strada Comunale da Bertolla all’ Abbadia di
Stura, 14

10156 Torino

ITALIA

Kvnpog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

Tel: + 35391 841788

Latvija

Baltic Agro,
Ukmerges g. 322
Vilnius
Lithuania 12106
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Portugal

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Romania

ORION CORPORATION P.O.Box 65
F1-02101, Espoo, Finland
Reprezentat:

Vanelli S.R.L.

Sos.lasi

Tg.Frumos, km. 10, lasi 707410

Slovenija

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Slovenska republika

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Suomi/Finland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Sverige

Omnidea AB
Kaptensgatan 12
SE-114 57 Stockholm

United Kingdom (Northern Ireland)
Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788
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