IMAPAPTHMA 1

IEPIAHYH TQN XAPAKTHPIZTIKON TOY ITIPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Melosus 1,5 mg/ml méc1o evoldpnpa Yoo cKOAOVG

2. HOIOTIKH KAI MOXOTIKH XYNGEXH
‘Eva ml wepiéyet:

ApacTIKO GVOTUTIKO:

Melo&kdpn 1,5 mg

"Exdoyo:

Bev{oiko vatpro 1,75 mg

BA. tov mAnpn KatdAoyo ekd0wV 610 KEPAALo 6.1.

3. OGAPMAKOTEXNIKH MOP®H

[Toc o evarmpnpa.
Kurpwvompdoivo evaimpnpa.

4. KAINIKA XTOIXEIA

4.1 Eion loov

2KOAoL

4.2 OgpomevTikég £voeierg Tposolopilovtag Ta €i0M LO®V

Koatanpdoven g eAeyHoviS Kal ToL TOVOL TOGO OTIG 0&giec 060 Kal OTIC YPOVIEG LVOOKEAETIKES
dlatapoayéc o€ KOAOUG.

4.3 Avtevositeig

Na pn ypnowonoteitan o€ £ykva (do 1 o€ {da TOL TAPAYOLV YAAL.

No unv yopnyeital 6€ GKOAOVG LE YUOTPEVTEPIKA TPOPANLLATO OTTMG, EpEDIGUAOC Kot alpopparyia,
UELMUEVT] NTATIKT], KOPOIOKT 1] VEQPIKT] AELTOVPYIO KOl AUOPPOYIKES OLUTAPAYES.

Na un xpnoiponolgitol o€ TepinTmon vaepevulcnciog ot dPACTIKN 0VGia 1} 68 KATOL0 and Ta
gkdoya.

Na punv yopnyeitan o€ okvAOVG NALKiog pikpoTeEPNS TV 6 fooLAdmV.

4.4 Ewwkég mpogrdomou|oelg Yo ka0e gidog Lmov

Koapdia.

4.5 Iowitepeg mpo@uAaerls Katd T (pron

Idwitepec mpopuAGEelc kKatd tn yprion oe {da

Noa amo@ehyetol 1 ¥poT TOL 8 APLVIATMOUEVE, VITOYKALUKE, VTOTOCIKA (M0, Kabmg vrdpyet
EVOEYOUEVOG KivOLVOG aENUEVIG TOEIKMOONG TOV VEQPOV.




AVTO TO KTNVIOTPIKO PAPUAKEVTIKO TPOTOV Yo GKOAOVG dev Do TPEMEL vaL ¥ pNnoYomoLEiTtal o€ YOTEC,
KaBmg dev ivar kKaTAAANAO Yo xpnon o€ ot To €idoc. [Ma yateg, Oa mpémel va ypnoiLonoleitol To
Melosus 0,5 mg/ml méc1o evardprnua yo YaTec.

Idwaitepec tpouAdEeic mov mpémet vo Aauavovtol ard To GTOLO TOV YOPNYEL TO QOPUOKEVTIKO
mpoidv e Loa

Atopa pe dwmotouévn vrepevoictnoio ota Mn Ztepoeidn Avtipieypovadn Oapupoaka (MZAD),
TPEMEL VO, ATOPEVYOVV TNV ETOPT LLE TO KTNVIATPIKO QPOPLLOKEVTIKO TPOTOV.

Y mepintoon tuyaiog KaTamoong, va avalntmoete auéomg otpikn fondeta kot va emdeibete otov
10TPO TO PUALO 0ONYLADV ¥PNGEMG 1 TNV ETIKETO, TOL OPHAKOV.

4.6 AvemOounteg evépyeieg (6vYvoOTNTO Kol 60PapOTINTA)

Tomikég avemBounteg evépyeteg tov MEA®D 6nwg 1 andAgio g Opeéng, o EUETOS, 1| didppota, iyvn
apLaTog 6Te KOTPOVE, OTAOELD KOl VEPPIKT OVETAPKELD, EXOVV avapePOEl GTOPAdIKA. Xg TOAD oTAvieS
TEPMTMOELS, EYOVV avaPePOEl aoppaytkn d1GpPOLa, ALLOTEUEST], YUGTPEVIEPIKT EEEAKMOT] Ko
avénuéva nrotikd Evioua.

AvTég o1 avemBounteg evépyeteg, supPaivouv pésa otny TpdTn efdopada g Bepameiag Kot givar,
OTIG TEPLGGOTEPEG TEPUTTADGELS, TAPOOIKEG KO TAPEPYOVTOL LETA TN dlakomn) TG Bepaneioc, aAld o
ondvieg tepmtdcelg pmopel va eivat cofapég 1 Bavatnedpes.

Edv mapoatnpnBovv avemBounteg evépyeieg, tote TpEMEL vo. dtaxomteTal 1) Oepomeio kot va {ntnbein
GUUPOVAN KTNVIATPOV.

H ocvyvomto epnpdvione tov avembountov evepyelav kabopiletar wg akorobomg:

- oAV cvyvn (Tepiocotepo amd 1 ota 10 {dha mapovsialovy avemBOunTeg evEpyeleg Katd T SLapKeLo
¢ Bepameiog)

- ovyvn (tepiocotepo and 1 akAdd Ayotepo and 10 {wa ota 100 vd Bepaneio (D)

- un ovvnBwopévn (tepiocdtepo and 1 ahAdd Ayotepo and 10 {oa ota 1.000 vid Beponeio {oa)

- omdvia (mep1ocotepo and 1 aArd Ayotepo and 10 (oo ota 10.000 vad Oepaneio (Do)

- TOAD omavia (Ayotepo amd 1 ata 10.000 vid Bepameio {da, cvumepriapupfavouéveoy Tov
LELOVOLEVOV AVAPOPDV)

4.7 Xpnon kotd TNV KOnon, T yelovyio 1 TNV OOTOKid

H acpdielo tov ktnviatpikod oppokenTiKov Tpoidvtog dev £yl amoderyBel KoTd T ddpKelo NG
KOMong Kot g yoAovyiog. Nao un xprnolonoteital o€ £ykva 1 yoAovyovvto (oo (PA. kepdiaio 4.3).

4.8 Aliemopacels pe A0 QOPUAKEVTIKA TPOIOVTO Kol GAAEG HOPPES aAANAETIOpAONG

Ao MEAD, 5100pNTIKA, OVTITNKTIKA, AUIVOYAVKOGIOKE avTIBLOTIKA Kot 0VGieg e vynio Padud
GOVOEDTC LE TIG TPOTEIVES, pmopel va, avtaywvilovtal ot cOVIEST] Kol Vo 0dNyoUV €161 G€ TOEIKES
avtpacelc. To Melosus dev mpémet va yopnyeiton pe dAlo MEAD 1| YAUKOKOPTIKOGTEPOELD).

[IponynBeica Bepancio pe avTpAEYLOVAOIELS OVGIES, UTopEl va 00Ny oEL o€ emmpdcheteg N
emovénuéveg avemBounTeg evépyeleg Kol KT cLVETELN Bo TPETEL VA S10KOTTETAL 1] YOPNYNCT TOVG
Yo V0L YPOVIKO SIAGTNLO, TOLAGYIGTOV 240V 0pdV, TPV arnd TV Evapén g Bepameiog. [Tapora
aVTA, 1 YPOVIKN TEPI0O0C o TNV Tponyovuevn Bepameio péypt v Evapén g véag Bepanciag, Oa
e€apOel amd TIg PAPUAKOKIVITIKEG IO1OTNTEG TOV QPOPLAK®V TOV Eiya ypnotpomom el
TPONYOLLEVMG.

4.9 Aocoloyio kol TpOHTOS YOPNYNONS
[Na and tov oTdpHOTOg YOPNYNON.

Xopnyeitat gite avapeperypévo e tnv Tpoen 1 angvbeiog 6To oToOUA.
AvokiveioTte KaAQ TPV amod T (PN on.



Apyun Oepomeia, elvar po epdanal doom tov 0,2 mg peofikdung/kg copatikod Papovg Kotd v
mpdtn Nuépa. H Bepaneio amd to otoua, mpémetl va cuveyiletor kabnuepva (e HecodaoTRHOTOL
24 @pav) ot cuvtnpnTikn 660n tov 0,1 mg peloucapnc/kg copaticod Bapovg.

Mo paxpoypdvia Bepameio, Otav mopoatnpndel KAvikn avtarokpion (LeTtd >4 nuepdv), n 66cT ToV
Melosus pmopet va pupictel otn younAOTePT] OTOTEAEGUATIKN ATOUIKT 0OGN, 1| 0T0i0 eKEPALEL TO
Y€YOVOG 6Tl 0 Babog TOL TOVOL KOl TS PAEYUOVIG TOV GYETILETOL IE TIG YPOVIEG LVOOKEAETIKEG
drotapayéc, Umopel va Tokilel 6T S1apKELD TOV YPOHVOV.

ISwitepn mpocoyn, Tpémet vo Aappdvetal og 0Tl apopd v akpiPn yopnynon g 6donc.

To evardpnpa, pmopet va yopnynel ypnoLOTOIDOVTOS T SOGIUETPIKN CLPLYYO TTOL TOPEYETAL e KGO
GLGKEVAGIL.

H ovpryyo mpocapudletal 6To oToyovOUETPO TNG PLAANG Kot Exel KATpako faduoroynuévn katd kg
GOUOTIKOD BApovg 1 omoia avTioTtolyel otn 6001 cuvtipnons. Etot, yio v évapén g Oepamneiog
KATd TV TPAOTN NUEP, Ba amartnBel SumAdoia d6om an' exkeivn TG 6GGNE GLVINPNOTNG.

YuvBomg mapatnpeitan KAk avtanokpion o€ 3-4 nuépes. H Bepaneia mpémetl va dtokdntetal pHetd
a6 10 nuépeg 1o moAD, av dev mapatnpnOel epeovig PeAtioon TG KMVIKNAG EWKOVAG.

No amopedyete TNV EMUOAVVON KATd T (p1om.

4.10 Ymepdocoroyio (COUTTONOTA, PETPO. AVTIUETATLGNGS, AVTIOOTA), EAV €lval amapaitnTa
e mepintwon vrepdocoloyiag, Oa mpémel va yopnynoel countopatiky Oepomeia.

4.11 Xpovog(or) avapovig

Agv 1oy0et.

5. DPAPMAKOAOTI'TKEX IAIOTHTEX

DopuoKobepaTEVTIKT OLASN: AVTIEAEYLOVMOT KOl AVTIIPPEVUATIKE TPOIOVTA, LT OTEPOEION

(oGukdpec)
kdkdg ATCvet : QMO1ACO06

51 @oppokodvvopIKES 1O10TNTES

H peho&ikdun eivan éva Mn Ztepoetdéc Aviipreypovmdeg @apuoko (MEAD) g opddag tng
o&KAUNG, TO 0Tolo dpa AVUGTEALOVTOG TN CUVOEST) TV TPOCTAYAUVIIVMY OCKMVTOS KAT QUTOV TOV
TPOTO AVTIPAEYLOV®DOT), AVTIEEIOPOUATIKY, OVOAYNTIKN KoL AVTITVUPETIKY Opdon. Mewmvel T oudnon
AEVKOKVTTAPWOV GTOV PAEYpOivovTa 16TO. T KPOTEPO PabLLd, AmOTPETEL TV OO TO KOAAXYOVO
TPOKOAOVLEVT), GUGCOUATMOOT TOV AULOTETAAIWDV. Xe PHEAETEG in Vitro Kol in Vivo, amodeiytnke 0TI M
peAo&kaun avacstéAlel TNV KukAo&uyevaon - 2 (COX-2), o peyaidtepo Pabud amd tnv
kukAo&uyevaon - 1 (COX-1).

52 ®@oappoxoxkivnTiKG oToLyEin

Amoppognon
H pelo&ucdpn, amoppo@dtol TAP®G LETA TNV OO TOV GTOLOTOS XOPTYNOT) KO ETLTVUYYAVOVTOL

LLEYIOTEG GUYKEVTPADOELS GTO TAGGLA TOV aipatog tepinov, 4,5 dpeg petd amd ™ xopnynon. Otav to
TPOTOV YOPNYEITAL GOUPOVO, LLE TO TPOTEVOLEVO HOCOAOYIKO GYNILO, ETLTVYYAVOVTOL GTAOEPES
GUYKEVTPAOOELS LEAOEIKAUNG GTO TAACLA TOV ipaTog T de0TEPN NUEPQ NG Bepameiag.



Kotavoun

Yrapyetl o ypopukn oxéon HETagD e xopnyovevng 666mg Kol TG GVYKEVIPWOGONC GTO TAAGLO TOV
aipatog,  onoio Topatnpeitol 6to eacpa g Bepamevtikig doong. Ilepimov to 97 % tng
peAo&kdung cuvdéetal amod Tig Tpwteiveg Tov TAdopotoc. O 0ykog katovoung givat 0,3 kg.

MetafoMopodg

H pelo&kdpn avevpicketol Kupimg 6T0 TAAGUO TOV QiOTOG, OTEKKPIVETUL KUPIMG HECM TNG XOANG,
EVM TO 0VPO TTEPLEYEL LOVO TV 0md TO apy ko mpoidv. H peroikaun petafoiiletol oe pio ahkooAn,
6€ TOPAY@Yo 0EE0C Kal 0€ HEPIKOVE TOAMKOVG petaforiteg. Olot ot kbpilot petaPoriteg, amodeiytnoy
(POPLOKOAOYIKADG OVEVEPYOL.

Amoudxpuvon
H numepiodog Lomg e pero&kapng, etvon 24 apec. To 75 %, nepimov, tng yopnyoduevng 06ong
OTOLOKPOVETOL [LE TOL KOTPALVOL KOl TO VITOAOLTO LLE TO OVPO.

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Koatdloyog ekodymv

Sodium benzoate

Sorbitol

Glycerol

Polysorbate 80

Disodium phosphate dodecahydrate
Silica, colloidal anhydrous
Hydroxyethylcellulose
Citric acid monohydrate
Sodium cyclamate
Sucralose

Anise aroma

Water, purified

6.2 Kipreg aocvpfatotnteg

Agv givorl yvoot kopio.

6.3 Awdpxera Conig

Avgprela {Ong TOL KTNVINTPIKOD PAPUOKEVLTIKOD TPOIOVTOG GOUP®MVA UE TN GLGKELOTTN MANCNG: 3
SArtngsux {oNg LETA TO TPOTO GVOLYLLO TNG GTOLYEIDNIOVE GLOKELOGING: 6 UAVEG

6.4 Iowitepeg mpoPuAGEEIS KOTA TN QVAGEN TOV TPOTOVTOG

Agv vrdpyovv 1d1kEG 0dNYieg S10THPNOMG Yo AVTO TO KTNVINTPLKO TPOTOV

6.5 ®vomn kKo 6UVOEGT TG OTOLYELMOOVG GVGKEVUGIOGS

D16 moAvaBvieviov mwov mepiéyel 10 ml, 25 ml, S0 ml i 125 ml, pe ovOeKTIKO TOUN AGQAAELNG Yia.
T, TOdL8 KOl OOGOUETPIKT GUPLYYO TOAVTPOTVLAEVIOV.

Mmropel va uny KokAo@opovV OAEG 0L GUCKEVAGIES.

6.6 Edikéc mpo@uragelrs amoppryng £vOg ypNoIRoTo0EvToS KTVIOTPLKOD QUPUIKEVTIKOD
TPOIOVTOG 1] GAA®Y VAIK®OV TOV TPOEPYOVTUL U6 T1) YP1G1) TOV TPOIOGVTOGS, AV VTAPYOVY



Kda0e pun ypnoyomon ey kTnviatpikd @oprakenTikd Tpoidv 1 un xpnotponombévio voAsippatd Tov
TPEMEL VO, ATOPPITTOVTOL COUP®VA LLE TIG KOTA TOTOV 16Y00VGES O1ATAEELS.

7. KATOXOX AAEJIAY KYKAO®OPIAX

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

eppovia

8. APIOMOZ(OI) AAEIAX KYKAO®OPIAX
EU/2/10/116/005 (10 ml)

EU/2/10/116/001 (25 ml)

EU/2/10/116/002 (50 ml)

EU/2/10/116/003 (125 ml)

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHX THX AAEIAX

Huepounvia 1™ éykprong: 21/02/2011
Hpepopnvia tekevtaiog avavémong: 07/01/2016

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeic TANPoPopieg Yo To €V AOYM KTNVIOTPIKO QOPUOKEVTIKO Tpoidv dlatibevtal atov
dwctvakd tomo Tov Evponaikov Opyoavicpod Oopudkmy http:/ www.ema.europa.eu/

ATTATOPEYXH INQAHXHY, AIAGEXHYE KAI/H XPHXHX

Agv 1oy0e1


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

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Melosus 0,5 mg/ml méc10 evardpnia yio YETES Kal tvOIKa yotpidta

2. HOIOTIKH KAI MOXOTIKH XYNGEXH
‘Eva ml wepiéyet:

ApacTIKO GVOTUTIKO:

Melo&kdpn 0,5 mg

"Exdoyo:

Bev{oiko vatpro 1,75 mg

BA. tov mAnpn KatdAoyo ekd0)®V 610 KePAALo 6.1.

3. OGAPMAKOTEXNIKH MOP®H

[Téc o evarmpnpa.
Kurpwvompdoivo evaidpnpa.

4. KAINIKA XTOIXEIA

4.1 Eion {oov

[éteg ot woucd yorpidia

4.2 OgpamevTiKég evOEielg Tposolopilovtag Ta €ion LoV

Iarec:

Kotanpdovon tov elappod £oc pétplov Pabuov peETeEYXEPpNTIKOD TOVOL KOl TG GAEYLOVIG LETA OO
YXEPOVPYIKEG eMEUPATELS O YATESG, OT™G T.Y. 0pBomedikég emepPfioelg Kot ENEPPAGELS TOV LOAUK®DV
GTMV.

Kotanpdvven tov mdvov Kot tng eAEYUovig oTig o&gieg Kot pOVIEG HVOCKEAETIKEG d1OTOPOYEG OF
YATEG.

Ivdwd yorpidua:
AvokoHELoT] TOL N0V £MG LETPLOV LETEYYEPTTIKOD TOVOL TOV GYETILETAL [IE ELPOVPYIKY| EXEUPAOT
LOAOKOV LOPImV OT®S 0 EVVOVYLIGHLOG TMV OPCGEVIKMV.

4.3 Avtevositeg

Noa un ypnoionoteital € £ykoa 1 yolovyovvta {da.

Noa unv yopnyeitol 6€ YATEG LE YOUOTPEVIEPIKEG OUTAPOYES OTMS, EPEOIGLAOC Kl aplopparyic, HELOUEVN
NTOTIKY, KOPOIOKT 1] VEQPIKT AEITOLPYIN KO ALILOPPOAYIKEG SLOTAPOYEC.

Na pn gpnoLonoleitol og TEPITTOOT VIEPELOLGONGING OTN dPACTIKY OVGI 1] GE KATO10 Ao TA
écdoyaL.

Na punv yopnyeitan o€ yateg nhikiog ikpotepng t@v 6 efSopddmV.

Noa pn ypnoionoteital o€ otkd xopidla nAkio pkpotepng tov 4 foopadmv.

4.4 Ewdwkég mposidomou)oels Yo ka0e gidog {mov



Koapdia.
4.5 Iowitepeg mpo@LAGEELS KATA TN Y(pion
Idwaitepec mpo@uAGEELS KaTd TN ypnon o {ha

No amopehyetol 1 ¥p1oT TOL 68 APLIATOUEV, VTOYKOIUKE, VTOTAGIKY (M0, KabmG vITapyEL
EVOEYOUEVOG KivOLVog TOEIKWMGNG TOL VEQPPOD.

Meteyyelpntikn yp1nomn o€ yoTeg ko voukd yorpidia:
e mePINTMOON AVETOPKOVS OVaKOVPLOTG Ao TOV TOVO, Ba mpémel va AneBel vtoYn 1 TOAVOTNTA TG
TOAVAELITOVPYIKTG BEpameiog TOV TOVOV.

Xpoviec pookeAETIKEG dlatapoyEg o€ YATES:
H avtomokpion otn pakpoypovio Bepameio, 0o mpénel va mapakorovdeitol o TaKTd YpoviKd
SLGTAOTO OO TOV KTNVINTPO.

To Melosus 0,5 mg/ml Tdc1U0 EVAIDPM UG VIO YATEG OEV TPETEL VAL YOPTYELTAL LETE, OO TOUPEVTEPTKN
éveon peho&ikdung 1 Gilov Mn Ztepoetdog AvtipAeypovaodovg Oapudkov (MEAD), kabng dev Exet
1Ppocdloptobel To kKatdAANAo SoG0A0YIKO oYL Yo YATEG 0TO TANiG1o Tng Bepameiog
TopaKorovOnong.

Idwitepec mpouAGEelc mTov wpémel va Aapudvovial amd To GTOUo TOL YOPNYEL TO PAPUOKEVTIKO
mpoidv e Loa

Atopa pe dwmotouévn vrepevoicincio ota MEZAD, tpénet va amo@ehyovy TNV ETAPT| LLE TO
KINVIOTPIKO POPLLOKEVTIKO TPOTOV.

Ye mepintoon toyaiog Kotdmoong, va avalnmoete auéonc wtpikn fondeta kot vo emdeifete otov
10TPO TO PUALO OOMYLOV YPNOEMG 1) TNV ETIKETA TOV QOPHAKOV.

4.6 AvemOvunteg evépyeres (coyvotTnTa Ko cofapotnta)

Y116 yarteg xovv avapepbei omopadikég Tumikég avemBounteg evépyeieg NSAID, ommg andAeio
0peéng, £UETOG, O1appota, Ty OiLaTOg GTO KOTPOVO, amdelo Kot VEQPIKT AVETAPKELL. € TOAD
OTAVIEG TEPIMTMGELS, £Y0VV ovoeepBel avEnuéva nraticd Evivpa.

AVTEG o1 avemBOuNTEG EVEPYELEG EIVAL, OTIC TEPLGGATEPEG TEPITTMOGELS, TAPOIIKES KO TAPEPYOVTAL
petd tn dokonn| tng Oepameiog aAld og onAvViEg TEPIMTMGELS LTopel va ival coPopéc 1 Bavatnedpec.

Edv mapoatnpnBovv avemBounteg evépyeieg, tote Tpémel va dakonteTal 1 Ogpaneio kot va {ntnbein
GUUPOVAN KTNVIATPOV.

H ocvyvomto epnedvionc tov avembountov evepyeumv kabopiletal wg axolovbmg:

- oAV cvyvn (tepiocotepo and 1 ota 10 {dha mapovsialovy avemBOunTeg evépyeieg Katd T StdpKeLo
¢ Bepamneiog)

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

- un ovvnBwopévn (tepiocdtepo and 1 adrd Aryodtepo and 10 {oa ota 1.000 vid Bepancio Cma)

- omdvia (mep1ocotepo and 1 aArd Ayotepo and 10 (oo ota 10.000 vad Oepaneio (Do)

- ToAD omavia (Ayotepo amd 1 ota 10.000 vrd Bepameio (da, cvumepriapfavouévoy Tov
LELOVOLEVOV OVAPOPDV).

4.7 Xpnon katd TNV KOH61, TN YoAovYia ] THV WOTOKia

H acpdieto tov ktnviatpicod oppokentikov Tpoidvtog dev &yl amoderyBel KoTd T dbpKelo TG
KOMong Kot G yaAovyiag. No urn xprolLonoteital o€ £ykva 1 yoAovyovvta (oo (PA. mapdypago 4.3).

4.8 Alnliemopdosig pe GAro QUPUIKEVTIKE TPOIOVTO KO GALES POPPES aAANAETIOpaONG



Ao MEAD, doupnTIKA, AVTIINKTIKE, OUIvOYAVKOGIOIKE aVTIBLOTIKA Kot OVGIEG e VYNAT 0EGLELGN
TPOTEIVAOV, popet va avtaymviloviol 6T 0EGUEVST| Kol Vo 001 YoOV €161 6€ ToEKEG avtidpdoets. To
Melosus dev pénet va yopnyeitar pe Ao MEAD 1| YAOKOKOPTIKOGTEPOELOT.

H mapdAinin yopnynon mbavdg veppoToEIK®V KINVIATPIKOV QOPUAKEVTIKOV TPOIOVIMV TPETEL VAL
OTOQEVYETOL.

[IponynBeica Bepancio pe avTIPAEYUOVAOIELG OVGIES, UTOPEL Vo 00NYNGEL 6 emmpocheteg iy
emovénuéveg avemBounTEG EVEPYELEG KOl KOTO CUVETELN Dol TPETEL VO, SIAKOTTETOL 1) Y OPNYNON TETOL®V
KTNVIITPIK®OV QOPUOKEVTIKOV TPOIOVIMV Y10, £VO, XPOVIKO SLAGTN IO TOVAGYIoTOV 24 0pGdV, TPV 0md
mv évapén g Bepameiag. [Tapodia avtd, 1 xpovikh mePiodog amd TNV Tponyov ey Bepameio pLéypt
mv évapén g véag Bepameiag, Oa eEoptnOel amd TIG PAPLLAKOKIVITIKES 1O1OTNTES TWV POPUAKOV TOV
glyav ypnoomromnBei Tponyovpévme.

4.9 Aocoloyio ka1 TPOTOS YOPNYNONS

[Na and tov otdHOTOg YOPNYNON.

Xopnyeitat ite avapepertypévo e tnv Tpoen 1 anevbeiog 6to otoOUA.

Avoakiveiote KaAd Tpv amod ™ ypnon.

Koatd ) dtdpreta tne ypnong TPENEL VO, ATOPEVYETAL 1] ETUOAVVOT ATt EMTEPLKOVS TOPAYOVTES.

Iareg:

Aocoroyia

MeteyyelpnTikog TOVOG Kol ASYLOV] LETA OO YEPOVPYIKEG EMEUPACELS:

Metd v apywn Oepoameio pe peho&kaung evésipo dtdlvpa yio yateg, cuveyiote ) Oepomeio 24
mpeg apyotepa pe Melosus 0,5 mg/ml ndéoyo evardpnua yio yateg ot 66on tov 0,05 mg/kg
copatikod Bapovg. H emakdriovdn d6om and 1o otopa pmopel vo xopnynoei o eopd nuepnciong (Le
HECOO0GTAATO 24 @PDV) Y10, SIACTN IO EOC TEGGEPIC UEPEC.

O&elec LVOCKEAETIKES SlOTAPOYES:

Apywn Bepaneia, etvon pia epdmag d6om and 1o otopa tov 0,2 mg perolwdund/ kg copotikod
Bapovg katd v tpdn Nuépa. H Bepoameio amd to otopa, mpémetl va cuveyileTor pio eopd nuepnocimg
(ne pecodraotnuate 24 mpdv) oty 86on tev 0,05 mg peho&ikaung/kg copotikov fapovg yio 660
XPOVIKO dtdotnpa dlapkodv o 0E1G TOVOG Kot 1 o&elo eAeyLOVT.

Xpovieg LUOCKEAETIKEG S1OTAPOYES:

Apyucn Bepaneio, givon pa epdna 660m and 1o otopa Tv 0,1 mg perofikdpng/kg copatucon
Bapovg katd v Tpdtn Nuépa. H Bepameio amd 1o otopa, mpénetl va cuveyiletor kabnuepva (pe
pecodactipate 24 mpdv) otn cvvinpntiky 66on tov 0,05 mg perofikdungkg copaticod Bapovg.
YuvnBwg mapatnpeital edtioon oe 7 nuépec. H Bepaneio mpémet va dokdnteton petd and 14 nuépeg
TO TOAD, av dev mopoatnpn0el eppavig Pertimon g KAMVIKNAG EKOVOC.

0006¢ ka1 TpémTOg YOop1YNONS

To evaidpnpo pmopel va yoprnyeitar pe n dOGUETPIKN cUptyya oL vIdpyel 6T cvokevocio. H
oVPLYYO TPOGAPUOLETOL GTO GTAYOVOUETPO TNG GLIANG Kot el KAlpaka Pfabpovounuévn kotd kg
copaTiKod Papous 1 omoia avtictotyel otn d0om cvvinpnongc. ‘Etot, yio v évapén g ayoyns yio
TIG (POVIEG LVOCGKEAETIKES SLOTOPAYES KAT TNV TPAOTN NUEPA, Oa amartnBel Sumhdotia 6om and ™
d0om cvvtnpnone. o v évapén e ayoyng yio Tic o&eiec LLOOKEAETIKES dlaTapayES KAT TV
TPMOTN NuEPa, Ba amartnel 4-mhdcio 066M art' ekeivn T HG6MG GLVTIHPNONG.

ISwitepn mpocoyn, Tpémet va Aappdveral oe 0TL apopd TV akpiPn yopriynon g ddonc. Aegv Ba
TPEMEL Vo, bITepPaiveTal 1) GLVIGTOUEVT] OGN

Ivowé Xopiora:

Aocoloyia

Meteyyelpntikog TOVog Tov GyeTICETAL e XEWPOVPYIKT ETEUPOCT] LOAOKDY LOPIOV:

H apywn Oepameio eivar pia epdnal amd tov otopatoc d6on tov 0,2 mg perodikaunc/kg copoticon
Bapovg v nuépa 1 (mpv ™ xepovpyikn enéuPaon).



H Oepoaneio mpémel va cuveyiotel pio popd nuepnoing pe yopnynon amod to otoua (o€ 24-opo.
pecodaotipuara) oe 66on tov 0,1 mg pero&ucaungkg copatikod Bapovg v nuépa 2 £mg TV NUEPA,
3 (petd 1t yepovpyIkn enéuPocn).

H d60m pmopet, kotd ™ SoKpiTiky uyEPELR TOL KTNVIATPOL, va. TitAodotnOel péypt 0,5 mg/kg oe
UEUOVOUEVES TEPITTOOELS. 20TOG0, 1| AcPdAEln TV d0cemv Tov vrepPaivovv Ta 0,6 mg/kg dev Exel
a&loloynbei o oK yoipidia.

000¢ ka1 TpémTOg YopYNONS
To evaudpnpuo pmopel va yopnynOei katevbeiov p€ca 6To GTOWN YPNOUOTOIMVTAS Lio TUTOTOMUEV
ovptyya Tov 1 ml Babpovounuévn oe kKAipoka ml ko pe dofaduicerg twv 0,01 ml.

Aocoroyio tov 0,2 mg perofikdungkg copatikod Bapovg: 0,4 ml/kg copatucod Bapovg
Adon tov 0,1 mg perolikdpunc/kg copatucod Bapovg: 0,2 ml/kg copaticod Bapovg

Xpnoponomote £va Kkpod TEPLEKTT (T.Y. KOLTAAAKL TOL YAVKOV) kot pi&te To Metacam oo
EVAIDPNLLL LEGO GTOV TTEPLEKTT (GUVICTATAL VO OLPTVETE PEPIKESC GTAYOVEC TEPIGGOTEPES A0 OTL
amorteitar). Xpnoylomoote (o Tumomouévn ovptyya tov 1 ml yio vo avappopncete Metacam
avéloya pe 1o copatikd Bapog Tov wotkov yopidiov. Xopnynote To Metacam e T cvptyyo
angvfeiog PLEca 6TO GTOUA TOV WWAKOL Yo1pdiov. [TAOVETE TO HikpO TEPIEKTY LE VEPD KOl GTEYVAGTE
TPV amd TNV EMOUEVT] YPNOT.

Mn) ypnoiponoleite tn cuptyya g yotog pe kiipoko Badpoloynuévn ava KIAd copatikov fapoug yio
T OIKE Yo1pidiaL.

4.10 Ymepdocoroyio (COUTTONOTA, NTPO. OVTIULETAOMTIONG, AVTIOOTA), EAV givar amapaitnTa

H pelo&ucdun, €xet pukpd Bepamevtikd €0pog AGPALELNS OTIC YATES KOl LTOPOVV Va. Tapathpn oy

KAVIKQ CUUTTOUOTA VIEPOOGOAOYING ,LETA OO GYETIKE LKPA EMIMES A VITEPSOGIOC.

Y nepintwon vrepdocoloYing, O avemBOUNTES EVEPYELES, OTMG AVTEG avapEPOVTOL 6T0 Kepdiato

4.6, avopévetar vo givol coPapotepeg Kol cUXVOTEPES. Xe TEPIMTMOT] VIEPOOCOAOYING, Oa Tpémel va
xopnynOel ovumtopatikny Beponeia.

Y& wdka yo1pidia, vrepdocoroyio 0,6 mg/kg copatikov fapovg Tov yopnynHonke katd T ddpkelo 3
nuepdv akoAovBovpevn and do6omn 0,3 mg/kg Katd ™ didpkela 6 eMTAEOV NUEPDV, OEV TPOKAAESE
OVETLOOUNTEG EVEPYELEG XOPOUKTNPLOTIKES Yo TN HeAoSikdur. H acpdieia twv ddcewv mov
vrepPaivouv ta 0,6 mg/kg dev £xel a&lodoynbel og voKd xorpidia.

4.11 Xpovog(ol) avapovig

Agv 1oy0et.

5. DOAPMAKOAOI'TKEX IAIOTHTEX

DoppokobepamevtiKy opudon: AVTIQAEYLOVMON Kol AVIIPPEVUOTIKE TPOIOVTO, LN GTEPOELON

(0&ukdpieg)
Koowog ATCvet : QMO1ACO06

5.1 @oppokodVVOPIKES IOWOTNTES

H pelo&ucdun givon éva Mn Xtepoetdég Aviipieypovadec Oapuako (MZAD) g opadog g
o&apung, to omoio dpa avactéAlovtag T cOUVOEST TV TPOSTAYANVOIVAOY ACKAOVTAG KAT AVTO TOV
TPOTO AVTIPAEYLOVDOT], AVTIEEWDPOUATIKT, OVOAYNTIKT KOl AVTITVPETIKY OpdoT). Mewidvel T ddnon
AEVKOKVTTAPWOV OTOV PAEYHOIVOVTO 16TO. Z€ LKPOTEPO Pabuod, amoTpémel TV and T0 KOAAUYOVO
TPOKUAOVLLEVT], GUCCOUATMOOCT) TOV OULOTETAAIOV. Xe HEAETEG In Vitro Kol in Vivo, amodeiytnke 0TI 1M
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peAo&kaun avactéAlel TV kukAo&uyevaon - 2 (COX-2), og peyardtepo Pabud amd v
KukAo&uyevaon - 1 (COX-1).

5.2 ®oappaxokivnTiKG oTOLYEiN

Tareg:
Amoppoéonon

Edv 1o Lo eivar axtvnromoinpévo dtav yopnyeital 1o @APHOKO, Ol LEYIGTEG CUYKEVIPDGELS GTO
TAUC O TOV OUPLOITOC EMLTVYYXAVOVTOL TTEPITOV 3 Mpeg LETA amd TN yopnynon. Eav to {do sivar
GITICUEVO KATA TO POVO TNG YOPNYNONS TOV QUPLEKOL, 1| ATOoPPOPN O UTOPEL EAAPPA VOL
kabvotepnoet.

Koatavoun

Yrapyetl ypopkn oyéon petashd e yopnyovHEVG d0ONG KOl TG GVYKEVIPWOOTG GTO TAAGLLO, TOV
aipatog,  onoio Topatnpeitol oto A g Bepamevtikng doong. Iepimov to 97 % tng
UEAOEIKAUNG GUVOEETOL LLE TIG TPMTEIVEG TOV TAAGLOTOC.

MerafoMopdg

H pelo&icdun avevpicketol Kupimg 6To TAAGLO TOL OHLOTOC, ATEKKPIVETAL KUPIMG LEGM TNG YOANG,
EVD TOL 0VPOL TEPLEYOVY HOVO Tyvn amd To apyko mpotov. H peho&ikaun petaPoiriletar o pio
OAKOOAT, o€ TAPAY®Y0 0EEMG Kot 6€ LEPIKOVG TOAKOVG petafoAriteg. OAot o1 khprot petafoiriteg
éxovv amodetyfel pappakoroykd avevepyol.

Amopdkpuvon

O ypovog nuioetog {ong g pero&ukdung, eivar 24 dpeg. Iepinov to 75% g yopnyovuevng d66Mg
amoBAAAETOL LECH TMV KOTPAVOV KOl TO VITOAOITO HEG® TV 0VP®V. Ady® TNG Yopnynong 60ong
€QOO0L M oTOOEPT KOTAGTOON EMTLYYAVETOL LETA Ao 2 MUEPES (48 DPEQ).

Ivowké yorpiona:
Agv vrdpyovv do0écyleg LEAETEG,

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Koatdloyog ekodymv

Sodium benzoate

Sorbitol

Glycerol

Polysorbate 80

Disodium phosphate dodecahydrate
Silica, colloidal anhydrous
Hydroxyethylcellulose
Citric acid monohydrate
Sodium cyclamate
Sucralose

Anise aroma

Water, purified

6.2 Kopreg aocvoppatotnrteg
Koapia yvoory.
6.3 Awdpxera Cong

Avgprera {0ng TOL KTNVIOTPIKOD PAPUOKEVLTIKOD TPOIOVTOG GOUP®VA LE TT GUGKELOCIN TOANGNG:
3 &
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Avdpreta {ong Hetd to TPMOTO AVOLYUA TNG GTOLEIDOOVS GUGKELOGTNG:
6 unveg

6.4 Idwitepeg TPoPVAAEELS KATA TN QUAAEY TOV TTPOIGVTOG

Agv vrapyovv 101KEG 001 Yieg S10THPNONG Yo AVTO TO KTNVIOTPIKO TPOIOV

6.5 @®Von ko 6VVOEST TG GTOLYELDOOVS CVOKEVUGIOG

d1aAn moAvatBvieviov mov mepiéyet S ml, 10 ml 1§ 25 ml, pe avBektikd TdOpo acEareiog yio T
TOOLAKAL OOGIUETPIKT GUPLYYO TTOAVTPOTVAEVIOL

Mmropel va unv KokAo@opovV OAEG 0L GUCKEVAGIES.

6.6 Eidwkéc mpo@uiaters améppryng evog ypnopomot|0£vIog KTNVIATPIKOD PUPUOKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTUL OO T1) P16 TOV TPOIOGVTOG, AV VITAPYOVY

Kda0e pn ypnoyomombév KTnviatpikd QoproKeDTIKO TPoiov 1 Un XPNoILoTotn0évta VITOAEIIATE TOV
TPEMEL VO, ATOPPITTOVTOL COUPOVO LE TIG IoYXVOVGES EBVIKEG ATULTOELS.
7. KATOXOZX AAEIAY KYKAO®OPIAX

CP-Pharma Handelsgesellschaft mbH

Ostlandring 13

D-31303 Burgdorf

eppovia

8. APIOMOZX(OI) AAEIAY. KYKAO®OPIAX

EU/2/10/116/007 (5 ml)

EU/2/10/116/006 (10 ml)

EU/2/10/116/004 (25 ml)

9. HMEPOMHNIA INIPQTHX EIT'KPIXHX/ANANEQXHY THX AAEIAX

Huepounvia 1M &ykpiong: 21/02/2011
Huepounvia televtaiog avavémong: 07/01/2016

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TAnpoPopieg yio T0 vV AOY®D KTNVIOTPIKO QOPUOKEVTIKO Tpoidv dlatibevtal atov
diktvaxo tomo tov Evponaikod Opyavicpod @appdkov http:/ www.ema.europa.eu/

AITATOPEYXH IIQAHXHY, AITAOEXHY KAI/H XPHXHX

Agv 1oy0et
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IHAPAPTHMA 11

KATOXOZXZ(OI) THX AAEIAY TTAPAT'QI'HE, YHHEYGYNOZX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI H ITIEPIOPIXMOI ITIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)
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A.  KATOXOX(OI) THX AAEIAX ITAPATQI'HY, YHEYOYNOZX(OI) I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

‘Ovopua kot d1evfvven Tov Tapaywyod(dv) wov gival veevbuvoc(ot) yia TNV amodEGUELGN TOV TOPTIOWV

Produlab Pharma B.V.
Forellenweg 16

4941 SJ Raamsdonksveer
OAovdio

B. OPOI H IIEPIOPIXMOI THX AAEIAY KYKAO®OPIAL, IIOY A®POPOYN TH
ATAGEXH KAI TH XPHXH

Noa yopryeital povov e KINVIKTPIKE GUVTAYN.

I’ ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

AgV amortovvTal.
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX
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A. EIIXHMANXZH
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ITAHPO®OPIEX I1IOY ITPEIIEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Melosus 1,5 mg/ml Téc10 evaidpnuo yio. GKOAOLS
meAo&kaun

| 2. LYNOEZH LE APAXTIKH(EX) OYZIA(EX)

Kdabe ml wepiéyet:
Melo&wcapun 1,5 mg

‘ 3. GAPMAKOTEXNIKH MOP®H

[To6c1po evarmdpnpo

4. YYXKEYAXIA

10 ml
25 ml
50 ml
125 ml

5. EIAOX(H) ZQOY(QN)

2KOAOL

| 6.  ENAEIZH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

INa and tov oTdHOTOg YOPNYNON.
Avokiveiote KaAd Tpv amod ™ ypnon.
AwBdote 10 OALO 0ONYIDV YPNONG, TPV Ao TN YPNON.

| 8.  XPONOX ANAMONHZ
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‘ 9. EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

‘ 10. HMEPOMHNIA AHEHX

EXP {unvag/étog}
Metd t0 Gvorypo 1 @LAAN TPETEL VAL YPNCYLOTOLELTOL EVTOS 6 UNVDV.

11. EIAIKEX YYNOHKEX ATATHPHXHX

12. EIAIKEX ITPO®YAAEZEEIX AITOPPIYHE ENOX XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY [IPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TO ITPOION,AN YITAPXOYN

Amoppyn: PA. ECOKAEIGTO PUAO OINYLDY XPOTG.

13. OI AEEEIX «KATIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZMOI IIOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHXH, av
vdpyovv

ATOKAEIGTIKG Y100 KTIVIOTPIKY ¥PNoT - va dtatibetan LOVOV e KTIVIOTPIKT GUVTOYT

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

Noa puAdooetal o€ 0éon, v onoia dev PAETOLY Kot dev TPooeyyilovy Ta TAd1d.

15. ONOMA KAT AIEYOYNXIH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

I'eppavia

16. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/10/116/005 10 ml
EU/2/10/116/001 25 ml
EU/2/10/116/002 50 ml
EU/2/10/116/003 125 ml

17. APIOMOX ITAPTIAAX ITAPAI'QI'HX

Lot {ap1Buog}
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EAAXIXTEX ITAHPO®OPIEX ITIOY ITPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Melosus 1,5 mg/ml Téc10 Evaidpnuo Yoo GKOAOLS
meAo&kaun

2. MNOXOTIKH XYNGEXH XE APAXTIKO(A) XYXTATIKO(A)

Melo&wcapn 1,5 mg/ml

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

10 ml
25 ml
50 ml

4. OAOXZ(OI) XOPHI'HXHX

Amo6 Tov oTOHATOG XPTIoN
AvokiveioTe KOAG TPV amd T (pnon.

‘ 5. XPONOX ANAMONHX

‘ 6. APIOMOX ITAPTIAAX

Lot {ap1Ouog}

‘ 7. HMEPOMHNIA AH=ZHX

EXP {unvag/étog}
xpnon éwc...

‘ 8. OI AEEEIX «AITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA YL0L KTNVIOTPIKT YPIOT.
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ITAHPO®OPIEX I10Y ITPEIIEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Melosus 1,5 mg/ml Ttéc1po evaidpnuo Yo GKOAOLS
meAo&kaun

‘ 2. YYNGOEXH XE APAXTIKO KAT AAAA XYXTATIKA

Mero&uchpn 1,5 mg/ml

‘ 3. GAPMAKOTEXNIKH MOP®H

[Técyo evormpnpo

4. YYXKEYAXIA

125 ml

5.  EIAOX(H) ZQOY(QN)

YKOAOL

| 6. ENAEIZH(EIX)

| 7. TPONOX KAI OAOX(OI) XOPHTHEHE

Amd 0V 6TOHATOG XpTIoN
Avaxvelote Kord mpv and T xpnomn.
AwfaoTe T0 PUALO 0INYIOV XPNOTG, TPV OO TN XPNOT.

‘ 8. XPONOX ANAMONHX

‘ 9. EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

AwfacTe To GUALO 0ONYIOV XPNONG, TPV OO TN XPN oM.

20



‘ 10. HMEPOMHNIA AHEZHX

EXP {unvag/étog}
xpnon éwc...

11. EIAIKEX YYNOHKEX ATATHPHXHX

12. EIAIKEX TIPO®YAAZEEIX AITOPPIYHX ENOX XPHEIMOIIOITHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY IPOIONTOX 'H AAAQN YAIKQN ITOY
ITPOEPXONTAI AIIO TO ITPOION,AN YITAPXOYN

Awfacte T0 UALO 03NYLDOV XPTOTG, TPV ATO TN XPNOT).

13. OI AEEEIX «KATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZMOI IIOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHXH, av
vdpyovv

ATOKAEIGTIKG Y100 KTIVIOTPIKT ¥PNON.

14. OI AEZEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITATIAIA»

Noa puAdocetal o€ 0éon, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TAd1d.

15. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEITAY. KYKAO®OPIAX

CP-Pharma Handelsgesellschaft mbH, 'eppoavia

16. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/2/10/116/003 125 ml

‘ 17. APIOMOX ITAPTIAAX ITAPAI'QI'HX

Lot {ap10uoc}
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ITAHPO®OPIEX I1IOY ITPEIIEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Melosus 0,5 mg/ml Tdéc10 evaidpnue yio YATeG Kot vOIKd yoipidta
meAo&kaun

| 2. LYNOEZH LE APAXTIKH(EX) OYZIA(EX)

Kdabe ml wepiéyet:
Melo&wcapun 0,5 mg

‘ 3. GAPMAKOTEXNIKH MOP®H

[To6c1po evarmdpnpo

4. YYXKEYAXIA

5 ml
10 ml
25 ml

5.  EIAOXZ(H) ZQOY(QN)

Céteg kot woucd yorpidia

‘ 6. ENAEIZH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

INa and tov oTdHOTOG YOPNYNON.
AvokiveioTte KOAG TPV amd T 1pnon.
AwBdote 10 OALO 0N YLDV YPNONG, TPV A0 TN XPNON.

| 8. XPONOX ANAMONHE
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‘ 9. EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

‘ 10. HMEPOMHNIA AHEHX

EXP {unvag/étog}
Metd t0 Gvorypo 1 @LAAN TPETEL VAL YPNCYLOTOLELTOL EVTOS 6 UNVDV.

11. EIAIKEX YYNOHKEX ATATHPHXHX

12. EIAIKEX ITPO®YAAEZEEIX AITOPPIYHE ENOX XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY IPOIONTOX 'H AAAQN YAIKQN ITOY
ITPOEPXONTAI AIIO TO IMPOION,AN YITAPXOYN

Andpprym: PA. e0DKAEIGTO POAO OINYIDV ¥PYOTG.

13. OI AEEEIX «KATOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZMOI IIOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHXH, av
vdpyovv

ATOKAEIOTIKA Y10 KTNVIOTPIKN Xp1om - Vo d1atifetol Lovov pe KTNVIOTPIKT GUVTOYT.

14. OI AEZEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITATIAIA»

Noa puidocetal o€ 0éon, TV onoia dev PAETOLY Kot dev TPpooeyyilovy Ta TAd1dL.

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

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Feppovia

16. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/2/10/116/007 5 ml
EU/2/10/116/006 10 ml
EU/2/10/116/004 25 ml

17. APIOMOX ITAPTIAAX ITAPAI'QI'HX

Lot {ap1Ouoc}

23



ITAHPO®OPIEX I10Y ITPEIIEI NA ANATI'PA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
XYXKEYAXIEX

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Melosus 0,5 mg/ml Tdc10 evaidpnue Yio YATEG KOt VOIKA Yo1pidia
meAo&kaun

‘ 2. IOXOTIKH XYNGOEXH XE APAXTIKO KAI AAAA XYXTATIKA

Mero&wcapn 0,5 mg/ml

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

5 ml
10 ml
25 ml

4. OAOX XOPHI'HXHX

Ao T0V 6TOMOTOS YOpPNYNON.

5. XPONOX ANAMONHX

‘ 6. APIOMOX ITAPTIAAX

Lot {ap1Ouog}

‘ 7. HMEPOMHNIA AH=ZHX

EXP {unvag/étog}
xpnon éwc...

‘ 8. OI AEEEIX «AITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA YL0L KTNVIOTPIKT YPIOT.
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B. DYAAO OAHI'TQN XPHXHX
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OYAAO OAHI'TQN XPHXHX:

Melosus 1,5 mg/ml oo evarapnua yia ckOA00G

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY. KYKAO®OPIAYX KAI
TOY KATOXOY THX AAEIAX TAPAT'QI'HX I1OY EINAI YIHEY®OYNOZX I'TA THN
AIIOAEXMEYZXH ITAPTIAQNXTON EOX, E@OXON EINAI ATA®OPETIKOI

Kdroyog g doetoc kukiopopiac:
CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Teppovia

Mapaywydg vrevBuvog yio Ty omreievfipmon TV TopTIdO®V:
Produlab Pharma B.V.

Forellenweg 16

4941 SJ Raamsdonksveer

OAlavdio

2 ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Melosus 1,5 mg/ml ndcio evaidpnpo yio cKOAOLS
Melo&ucdun

3. YYNGOEXH XE APAYXTIKO(A) XYXETATIKO(A) KATI AAAEX OYXIEX

ApaoTIKO GVOTUTIKO:

Meho&kdpn 1,5 mg/ml
"Exdoya:
Bev{oikd véatplo 1,75 mg/ml

4. ENAEIZH(EIYX)

Koatanpdoven g eAeypovig Kal Tov Tévov, TO60 oTig 0&gieg 0G0 Kot OTIC YPOVIEG LVOCKEAETIKEC
dlatapayéc o€ KOAOVG.

5. ANTENAEIZEIX

Noa un ypnoiLonoteital 6€ £ykua 1 yoAovyovvto {ma.

Na unv yopnyeitol 6e GKOAOVE UE YOOTPEVTEPIKA TpoPANpaTe Ontmg, epediondg kal aoppayia,
HELOUEVT] NITOTIKY, KOPSIOKT] 1] VEQPIKT AELTOVPYIO Kol Qpopporytkeg dtatopayss. Na pn
YPNOLOTOEITOL GE TEPIMTMOTN LIEPELAGONGIOG GTN dPACTIKY OLGIN 1 GE KATO10 Ao TO EKOOY .
Agv mpémel va yopnyeital oe 6KOAOVS NAKiog HikpOTEPNS TV 6 ESOUAdWV.

6. ANEINIOYMHTEX ENEPT'EIEX

Tomicég mapevépyeieg Tov Mn Ztepoeddv Avtipheypovmday Gapudkov (MIAD), 6mog N amdAslo
™G 0peENG, 0 EUETOC, M SLAPPOLa, Tyvn OiATOC GTa KOTPAVA, OTEOELN KOl VEQPIKT OVETAPKELN, EXOLV
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avaeepOel cmopadikd. Xe oA GTAVIEC TEPITTOCELS, £X0VV avapepOel apoppaytkn didppota,
OLUOTEUEDT), YOOTPEVIEPIKY] EEEAKMON Ko ovénpéva nratikd Evivpa.

AvTég o avemBopunteg evépyeteg cupPaivouy péca oty Tpdtn efdopdda g Bepamneiog Kot eivar oTig
TEPLOCOTEPEG TEPMTMCELG TOPOIIKEG KOl TOPEPYOVTAL LETA TN dtokom NG Oepameiog, aAld og
onavieg TePIMTOGCELG Popel va eivar coPapéc 1 Bavatnedpeg.

Edv mapoatnpnBovv avembounteg evépyeieg, tote TPEMEL Vo, dtaxomtetal 1) Oepomeio kot va {ntnbein
GUUPBOVAN KTNVIATPOV.

H ovyvotta epepdviong tov avembountov evepyeiwv kabopiletor wg akolovbwg:

- oAV cvyvn (Tepiocotepo amd 1 ota 10 {da mapovsialovy avemBOunTeg evEpyele Katd T SLapKeLo
¢ Bepameiog)

- ovyvn (Tepiocotepo and 1 adAdd Ayotepo and 10 {ma ota 100 vd Bepaneio (da)

- un ocvvnBwopévn (teplocotepo and 1 oA Aryotepo and 10 {da ota 1.000 vrd Bepancio {da)

- ondvia (mep1ocotepo and 1 aArd Ayotepo and 10 {da ota 10.000 vad Oepaneia {da)

- ToA omavia (Ayotepo and 1 ota 10.000 vrd Oepameio (Do, COUTEPILUUPBAVOUEVDY TOV LELOVMDUEVDV
avapoOpOV).

Edv mapatnpnoete onowadnmote cofapn 1 GAAN avemBOUNTN evEPYEL TOV OVAPEPETOL GTO TAPOV
POALO OOMYIDV YPNONG, TOPUKAAEIGOHE VO EVILEPDCETE GYETIKMG TOV KTNVIATPO GUG.

7. EIAH ZQQN

2KOAOL

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

Amo6 ToV GTOLATOG XOPNYT|ON).
Xopnyeital amd ToV GTOUNTOC EITE OVAUEUEIYUEVO UE TNV TPOPT T} amevbeiog 61O oTOUA.
AvokiveioTte KaAG Tpv amod T ypnon.

Aocolroyia

Apykn Bepameia, eival pua epdma amd Tov otdépatog 66on tov 0,2 mg pelo&ikaungkg copotiKon
Bapovg katd v Tpdn npépa. H Bepaneio amd to otow, Tpémel va cuveyiletar Kadnuepva (e
pecodactipata 24 mpdv) otn cvvtnpntiky 06on tov 0,1 mg pero&ikapung/kg copatikod Bapovg.

Mo paxpoypdvia Bepameia, Otav mopoatnpndel KAvikn avtarokpion (UeTd >4 nuepmdv), 1 6661 TOV
Melosus pmopei vo puOuictel otn younAOTEPT] OTOTEAECUATIKN OTOUIKT 0OGN, 1| 07010 EKQPAELEL TO
Y€YOVOG OTL 0 BabUog TOL TOVOL KoL TG PAEYUOVIC TTOL GYETILETOL UE TIC YPOVIEG LVOCKEAETIKES
olatapayEc, pmopel va motkiAel 6T SIUPKELL TOL YPOVOU.

Tpomog ka1 000G yop1yNoNS
To evaidpnuo pwopel va xopnynOdel ypnoILonToidVToS Tr SOGOUETPIKT GUPLYYO TOV TOPEYETOL GTT

ovokevocio Tov Melosus.

H o0pryya mpocappdletal 6to oToryovORETPO TG GLAANG Kot £xel KMpako Babpoioynuévn katd kg
oouatikob Bapovg, 1 omoia avtictoryel otn d6om cvvtipnonc. ‘Etot, yio v évapén tng Bepomeiog
Katd v TpdTN NuEPa, Ba amartnBel dSurhdoia 660n and ekeivn tng dGong cCLVTHPNONG.

YuvnBog mapatnpeitan KAvikn avtarokpion o€ 3-4 nuépeg. H Bepoaneioa, mpénet vo S1okOTTETOL LETA
a6 10 nuépeg o moAD, av dgv TapatnpnOel eppavig BEATimon TG KAVIKIG EIKOVAC,.

27



Metd and kdbe 0601, To pOYYOG TNG SVPLYYaS mpémel va, Kabapiletol Kot To TdU TG PLEANG Vo
Budvetar ooyt H cOpryya mpémet va amodnKeveTol 6T0 YOPTOVEVIO KOLTI TNG UEYPL TNV EMOLEVN
xpfion .

Mo v amoguyn empdAvVVoNG amd eE®TEPIKOVS TAPAYOVTES KATA TN S18PKELN TG XPTIONG, Ol
TOPEYOUEVEG GUPLYYEG TPETEL VO YPTCLLOTOLOVVTOL ATOKAEIGTIKA Y10l T XOPYTOT TOV GUYKEKPLUEVOL
TPOIOVTOG,.

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

ISwitepn mpocoyn mpénet va Aapdvetat o 4Tl apopd TNV axpipn yoprynon g 06onG.
[MopakareicOe vo axorovbeite TpooekTikd TIG 00MYiEG TOV KTNVIATPOV.

10. XPONOX ANAMONHX

Agv 1oy0et.

11. EIAIKEX XYNOHKEX AIATHPHXZHX

No puAdccetar og Béom, v onoia dgv PAETOLY kot dev Tpoceyyilovv Ta Todid.

Agv vapyovv 101KEG 0dMYieg S10TPNOTG Y0 AVTO TO KTNVIATPIKO TO TPOTIOV.

Noa un xpNoOTOIEITOL AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOIOV HETE omd TNV nuepounvia AnEng
OV OVAYPAPETOL 0TO KOUTL Kol ot euaAn petd EXP. H nuepounvia A&emc copmintet pe v
TelevTaio NUEPE TOL GLYKEKPIUEVOD UV

Augpxera {ong Letd To TPMTO AVOLYLLO. TOV TEPLEKTT: 6 UNVEG.

12. EIAIKH(EX) MPOEIAONOIHEIH(ELX)

Ewdwéc mpopurdEels yio ) yoprynon ota (oo

Na amo@edyetar 1 ¥p1oN TOV GE APLIATOUEVE, VITOYKALKA, VTOTOCIKE (Mo, Kabdg vrdapyet
EVOEYOLEVOG KivOLVog anENUEVIG TOEIKMONG TOV VEQPOD.

Av106 10 TPOTOHV Y100 GKOLAOVG, Oev Bl TpEmet va ypnoponoleital o ydteg, kabmg dev etvar KatdAinio
Yo xpNom o€ avTo TO €100G. XTI YaTES, B mpémet va ypnowponoteital to Melosus 0,5 mg/ml ndécio
EVALDPMLLA Y10l YOTEC.

Eyxvpoovvn kot yoiovyio:
Na pn ypnoonoteital og £€ykva 1 yorovyobvta (da.

AMNAETOPAGELC LE QAL QAPLOKEVTIKA TTPOTOVTA KOl AAAEC LOPOEC AAMNAETIOpaGNC:

Al MEA®, dtoupnTiKd, avTIINKTIKE, opivoyAuKootdkd avTiloTikd Kot oucieg te vYynAn décpuevon
TPOTEVOV, UTopel vo avtayoviloviol ot 0EGUELGT Kol VoL 001yolV £T61 o€ ToEKéG avtidpdoels. To
Melosus dgv mpémel va yopnysitat pe dAho MEZAD 1 YAUKOKOPTIKOGTEPOELDT).

Aocvpfordnrec:

[TponynOeica Bepameio Le avTipAeYLOVOOELS OVGiEG UTOPETL VoL 00N YNOEL G€ EMTPOGOeTEG 1|
EMAVENUEVES AVETIOVUNTEC EVEPYELEC KOl KOTA GUVETELD B0, TPETEL VO SOKOTTETAL 1] YOPTYNOT TOVG
YL VA YPOVIKO S1AGTNA, TOLAGYIGTOV 240V ®pdV, TPty amd TV Evapén g Bepaneiog. [Tapoia
aTA M XPOVIKY TEPI0d0G amd TNV Tponyovevn Bepameia puéEypt Trv Evapén g véog Bepaneiag, Oa
eEapOel amd TIg PAPUOKOLOYIKEG 1O10TNTEG T®V PAPUAK®OV TOV gl Ypnoomombei
TPONYOLLEVMG.
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Yrepdocoroyia (GUUATOUATO, ULETPO AVTILETAOTIONS, OVTIO0TA):
e mepintwon vrepdocoloyiag, Oa mpémel va yopnynOel countopatiky Oepomeia.

Idwitepec mpopuAdEelc oV mpénet va AauPdvovtor amd To GTOLo TOL YopNYEl TO PAPUOKEVTIKO
npoidv oe (o

Ta dtopo pe yvoot evarcncio ot MEA®D mtpénet vo amopedYoLV TNV EXOQEN LE TO CLYKEKPIHEVO
KINVIOTPIKO POPLLOKEVTIKO TPOTOV.

Y mepinton tuyaiog KaTamoong, avalntiote aUEcmS TPk GUUPOVAN ETOEIKVDOVTOGC GTOV YIOTPO
70 TAPOV POARO 0OIMYIDV ¥PNONG 1 TV ETIKETO, TOV QUPUAKOV

13. EIAIKEX TIPO®YAAZEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY [TIPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AITIO TH XPHXH TOY TPOIONTOX

Ta eapuaxo dev TPETEL VL AMOPPITTOVTIOL LEGH TOV AVUATOV 1| TOV OIKIOK®Y OTOPANTOV.
YvpPovievbeite Tov KTNVIATPO GAG Y10, TOV TPOTO ATOPPIYNS TOV XPNOILOTON0EVTOV Qapuakwoy. Tao
HETPA OVTA ATOGKOTOVY GTNV TPOSTAGiO TOL TEPPAALOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAX EIT'KPIXHX TOY ®YAAOY OAHT'TQN
XPHXEQX

Agmtopepeic TANpoPopieg Yo T0 €V AOY® KTNVIOTPIKO QOPULOKEVTIKO Tpoidv dlatibevtal atov
diktvaxod tomo tov Evponaikod Opyavicpod @appdkov http:/www.ema.europa.eu./

15. AAAEX TAHPO®OPIEX

Oun tov 10 ml, 25 ml, 50 ml v 125 ml. Mmopei va pnv kokAopopoOv OAES 01 GUCKEVOGIEG.
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OYAAO OAHI'TQN XPHXHX:

Melosus 0,5 mg/ml w6610 EVEIOPN A Y0 YATES KOL LVOLKG Y0O1pidLa

1. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAYX KAI
TOY KATOXOY THX AAEIAYX TAPAT'QI'HX TI1IOY EINAI YIIEY®OYNOZX I'TA THN
ANIOAEXMEYZXH ITAPTIAQN XTON EOX, E©OOXON EINAI ATA®OPETIKOI

Kdaroyoc ¢ ddetac kuklopopiag:
CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

D-31303 Burgdorf

Teppovia

HMoapoymydg vevbuvoc yio Ty omeAsvdEp®on ToPTidmV:
Produlab Pharma B.V.

Forellenweg 16

4941 SJ Raamsdonksveer

OMavdia

A ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Melosus 0,5 mg/ml Tdo1uo evaidpnuo yio YATeG Kot vatka yoipidia
Melo&ucdun

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

ApPOaoGTIKO GVOTUTIKO:
Melo&udn 0,5 mg/ml

"Exdoya:
Bev{oikd vétplo 1,75 mg/ml

4. ENAEIZH(ELY)

Farec

Koatampdoven tov eAappod Eo¢ HETptov Baduod peteyyelpnTikod TdVoL Kal TS PAEYLOVAG LETE oo
YEWPOVPYIKEG emeUPdoetg o yateg, T.Y. opBomedikés emeufacelg kot EMEUPACELS TOV LOAUKDY 1GTMV.
Kotanpdovon tov mdvov Kot TG eAeyLovIG 6TLS 0&gieg Kot XpOVIEG HVOCKEAETIKEG dlaTapoyég O
yorteg.

Ivducd yorpido:
AVOoKOVPLOT) TOV IOV £MC HETPLOV LETEYXELPTTIKOD TOVOL TOL GYETILETAL UE YELPOVPYIKT ETEUPOON
LOAQKOV LOpimV OTWG 0 ELVOVYIGLOC TV OPCEVIKDV.

5. ANTENAEIZEIX

Noa un ypnowonoteital € £ykuvo 1 yolovyovvta {oa.

No unv yopnyeitat 6 YateG e YOOTPEVTEPIKE droTapayEs OTmC, EpeBIoUOg KAl apoppayio, LEIWUEVT
NTATIKY, KOPOL0KT 1| VEQPIKT AELTOVPYIO KOl AUOPPOYIKES OLUTAPAYES.

Na un ypnoiponolgitol o€ TepinTtmon vaepevOIcOnciag ot dPUCTIKN 0VGia 1 G€ KATO10 Amd Ta,
gkdoya.
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Agv mpémel va yopmyeiton g yateg nAkiog pikpdtepng T@v 6 efOouadmV.
Na un ypnotpomoteitol og wotkd yorpidia nikio pikpotepns twv 4 gfdopnddmv.

6. ANEINIOYMHTEX ENEPTEIEX

Y116 yarteg Exovv avapepbei omopadikég Tumikég avemiBounteg evépyeteg NSAID, 6mwg oandieio
0peéng, £UETOG, O1appota, Tyvr OiLATOg GTO KOTPOVO, OTdOe1o Kot VEQPIKT OVETAPKELL. € TOAD
OTAVIEC TEPIMTAOGELS, £0VV avoeephel avénuéva nrotikd Evivua.

AvTéG o1 avemBOuNTEG EVEPYELES, EIVaL OTIC TEPIGGOTEPEG TEPIMTMGELS TOPOOIKES Kol e&apavilovTan
HETA TN dtokomn NG Bepameiag, oAAG 6 OMAVIEG TEPIMTOGELS Lmopel va eivat cofopég
Bovatneopec.

Edv mapoatmpnBovv avemBounteg evépyeieg, tOte Tpémel vo dtakomtetal 1 Oepaneio kot vo {nnoei n
GUUPOVAN KTNVIATPOV.

H ovyvotta epedviong tov ovembountov evepyeldv kabopiletal g akoAovdmg:

- oAV cvyvn (tepiocotepo and 1 ota 10 {dha mapovsialovy avemBOunTeg evépyeleg Katd T StdpKeLo
g Bepomeiog)

- ovyvn (Teplocdtepo amd 1 aAdd Ayotepo amd 10 {da ota 100 vid Bepaneio Lma)

- 1 ovvnBwopévn (mepiocotepo and 1 aild Aydtepo and 10 {da ota 1.000 vrd Bepaneia Loa)

- ondvia (mep1ocotepo and 1 aArd Ayotepo and 10 (oo ota 10.000 vad Oepaneio (Do)

- TOAD omavio (Ayotepo amd 1 oto 10.000 vrd Bepoameio (do, cvumepriapfovouévov Tmv
LELOVOLEVOV OVAPOPDV).

Ed&v mapatnpnoete omoladnmote avemBOunT evEPYELD, TOPAKAAEIGOE VO EVIILEPDGETE GYETIKMG TOV
Kmviatpod cag.

7. EIAOX ZQOY
Iateg kan o yorpidia
8. AOXOAOITATIA KAGE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amd 0V GTOUATOG YOPYNOT).
Xopnyeitot gite avapepetypévo pe tnv Tpoen 1 anevbeiog oto otoua.
AvokiveioTte KoAG TPV amod T Apnon.

Idrec:

Aocolroyia

Meteyyelpntikog TOVOg Kot QAEYLOVT) LETA A0 YEPOLPYIKEG eEmeUPACELS:

Metd v apyikn Oepomeio pe pedolikaung evésipo dtdAvpa yio Yateg, ocvveyiote tn Beponeio 24
wpeg apyotepa pe Melosus 0,5 mg/ml woéoo evardpnua yia ydreg otn d6on tov 0,05 mg/kg
ocopatikod Bapovg. H emakdriovdn d6om and 1o otopa pmopel va xopnynbei o eopd nuepnoing (pe
pecodactNHaTe 24 ®POV) Y10 SIUSTNU EOC TECTEPIS TUEPES.

Oc&eieg pvookeretikég dratapayéc:

Apywn Oepomeia, ivar pio epana d6om omd to otopo twv 0,2 mg pero&ikaung/ kg copaticod
Bapovc katd v mpdn Nuépa. H Bepaneio amd to otoua, mpénet va cuveyileton pio popd nuepnoing
(ne pecodwotnuata 24 mpav) otn 66om tev 0,05 mg pero&ikaung/’kg copatikov Papovg yio 660
YXPOVIKO draoTnUa SepKovv 0 0EH¢ TOVOG Kot 1) 0Eeia PAEYHOVY.

Xpoviec LVooKEAETIKEC SLOTOPOYEC:
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Apyucn Bepomeia, ival o epanaé 66on tav 0,1 mg pedolikdung/kg copatikod Papovg Kotd v
npd T Nuépa. H Bepaneio amd to otopa, mpénet va cuveyileton kadnuepva (Le LEGOIACTILOTO

24 owpmv) otn cvvtnpntiki do6omn tev 0,05 mg pelo&ikdunc/kg copaticod Bdpovg.

YuvBog mapatnpeitan Pedtioon oe 7 nuépes. H Bepaneia, mpémet va drakonteton petd amd 14 nuépeg
10 TOAV, oV oev mapoTnpNOel eppavng Pedtioon Tng KAMVIKNG E1KOVOG.

M£00060c Kan 000G yopnynons
To evaidpnua, umopei vo, yopnynoel ypnooroidvtog T 00GoUETPIKT cUptyya Melosus (mapéyeton
HEGH GTN GLCKELOGIN).

H o0pryya mpocappdletol 6To oToryovOUETPO TG LAANG Ko £yl KAlpaka Babpovounuévn kotd kg
cmuatikob Bapovg 1 omoia avtiotolyel otn d6on cvvtpnonc. ‘Etot, yio v évapén g aymyng yo
T1G XPOVIEG LVOCKEAETIKEG LTOPOYEG KATA TNV TpdTN NUéPa, Ba amortndel Simidoia doon omd ™)
d0om ovvinpnone. Lo v évapén g ayoyng yo Tig o&eieg HLOOKEAETIKESG dlaTAPOES KAT TNV
TPOTN NUEPA, Bo amaitnel 4-tAdoio d6om art' ekeivn TG SOGNG GLVTHPNONG.

Metd and kabe d0om, TO pOYYOG TN GVPLYYaS TPENeL Vo, kabapiletal Kol To TOU TNG PLAANG Vo
Bavetal oerytd. H cOpryya mpénel va, amodnkedetol 6To YopTovEVIO KOUTL TNG HEYPL TV EMOLEVN
xpnon me.

Mo v anoeuy”| empdivvong amd eE®TEPIKOVS TAPAYOVTES KATA TN SLUPKELN YPNIONG, O TAPEXOUEVES
GUPLYYEG MPEMEL VO, YPTCLULOTOIOVVTOL ATOKAEIGTIKE Y10 T1 XOPNYNOT] TOV GLYKEKPEVOL TPOIOVTOC.

Ivowka Xopidwa:

Aocolroyia

Meteyyelpntikog TOVog mov GYETICETAL e XEPOVPYIKN EMEUPOOT) LOAOKOY popiev:

H apywn Ogpaneio etvon pia epamaé amd tov otopatog d6omn tv 0,2 mg perolikaungkg copoticon
Bapovg v nuépa 1 (mpv ) yepovpyikn eméuPoon).

H Bepancio mpémetl va cvveyiotel pia opd nuepnoing pe yopnynon arod to otopa (o€ 24-opa
pecodactipata) oe 66om tov 0,1 mg perodikdung/kg copotucod Bapovg Tnv nuépa 2 £mc TV NUEP
3 (petd tn yepovpyikn enéupaocn).

H d60m pmopei, Kotd T SoKPITiKn uYEPELD. TOV KTNVIATPOV, Vo, TitAodotn el uéypt 0,5 mg/kg oe
HEHOVOUEVEC TEPITTOOELS. Q6TOG0, 1) acPdAieia TV 6dcemv wov vaepPaivovy ta 0,6 mg/kg dev €xel
a&oroynOel oe ok yorpidia.

006¢ ko TpéTOCS YOPNYNONG
To evandpnpo pmopel va yopnynOel katevbeiov péca 6To GTOMA XPNCLULOTOUDVTOS U0 TUTOTONUEVT
ovptyya tov 1 ml Babpovounuévn e kKhipoka ml kot pe Safabuiosig twv 0,01 ml.

Aocoroyia tov 0,2 mg perofikdungkg copatikod Bapovg: 0,4 ml/kg copoticod Bapovg
Adon tov 0,1 mg perolikdunc/kg copatikod Bapovg: 0,2 ml/kg copatikod Bapovg

Xpnoomomote éva pukpd TepEKT (). KOLTAAAKL TOL YAVK0V) Ko piEte To Metacam moOG1LO
EVOLOPN UL LECH GTOV TTEPLEKTT (GUVIGTATOL VO APTVETE LEPIKES GTAYOVEG TEPICCOTEPES OO OTL
amorteitar). XpnooTomoTe [ TUTOTOINUEVT oVptyya Tov 1 ml yio va avappopncete Metacam
avAAOYQ LLE TO COUATIKO PApog ToL vdkoy yoipdiov. Xopnynote to Metacam pe t cupryya
amevbeiog HESH 6TO GTOWN TOV VOIKOV Yo1pdiov. [TAOVETE TO (KPS TEPIEKTT LE VEPD KOl OTEYVAOOTE
TPV OO TNV ETOUEVT] YPTOT.

Mn ypnoiponoteite T Guptyyo TG yatag e Kipako Badporloynuévn avd Kb copatikod Bopoug yio
T, vOIKd Yopiota.

9. OAHTI'TEX I'TA TH XQYXTH XOPHI'HXH
[dwaitepn Tpocoyn mpémel va Aapupdvetot o 0TL aQopd TNV aKpIpn YopRyNon e 6061MS
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[Mopakareiche va axorovdeite TpooekTikd TIG 00MYiEG TOV KTNVIATPOV.

10. XPONOX ANAMONHX

Agv 1oy0et.

11. EIAIKEYX YYNOHKEX AIATHPHXHX

Na puAdooetat og B€om, TV ontoia dev PAETOLY KoL dev Tpoceyyilovv Ta Tod1d.

Agv vtapyovv 181KEG 0dMNYIEG GCLVTINPTONG Y10 AVTO TO KTNVINTPIKO TO TPOTOV.

No pn ypnoLonoteital 0vTd TO KTNVINTPIKO QAPUOKEVTIKO TPOTOV HETA o TNV Nuepounvio AnENg
OV OVOLYPAPETOL 6TO KOLTi Kot otn @dAn petd EXP. H nuepounvia Anéewg coumintel pe tnv

TEAELTOIO NUEPO TOL GLYKEKPIUEVOL UNVAL.

Awdpketo {ong LETE TO TPAOTO GVOLyLLO TOV TEPLEKTN: 6 UVEC.

12. EIAIKH(EX) TPOEIAONOIHXH(EIX)

Ewdwég mpopurdéeis yio tn yoprynon ota (oo
No amopedyetal n ¥pon TOL 68 APLIATOUEVA, VTOYKOUKE, VTOTAGIKY (D0, KabmS vITapyEL
EVOEYOUEVOC KivOLVOG anENUEVIC TOETKMGNC TOV VEQPOD.

Merteyyelpntii) xprion o€ yéreg kot vdtkd yotpido:
Y mepinton avenapkois avakodEons and tov Tovo, Ba tpénet va Anedel vtoyn N TBavoOTHTA TNG
TOAVAELTOVPYIKNG Bepameiog Tov TOVOUL.

XpOVieC HUOCKELETIKEG OTAPAYEG OE YATEC:

H avtomdokpion otn pakpoypdvie Bepameio, 0o mpémnel va mopakorovbeital 6€ TaKTd ypoviKd
dlaoTHHOTO 0 TOV KTNnvioTpo.

To Melosus dev mpémet va yoprnysitot LETE amd mapevieptkn Eveon neAolikaung 1 dalov Mn
21epoe1dovg Aviipieypovadovg Poppdikov (MEAD), kabdc dev £xel Tpocdloptobel To KATAAANAO
3000A0YIKO oyfua Yo Yateg 0To mAAicto tng Bepameing mapakorovOnonc.

Eyxvopoovvn kot yodovyio:
Noa un ypnoiLonoteital € £ykuva 1 yaAovyovvto {ma.

AMNAemMOpAcelg ue GAAN QOPUAKEVTIKA TPOTOVTA Kot GALEG LOPQEG AAANAETIOPAONC:

Al MZAOD, 5100pNTIKE, OVTITNKTIKA, OUIVOYAVKOG1d1KE avTIBloTiKd Kol ovcieg e vynAn déopevon
TPOTEIVOV, puopet va aviaymvioviol 6T 0EGUEVST| KAl Vo 001 YoOV €161 6€ ToEIKEG avtidpdoets. To
Melosus dev mpémel va yopnyeitan pe dAha MEAD 1 yhvkokoptikootepoedr|. H mapdAinin yopiynon
TOAVAOS VEPPOTOEIKMDY KINVIOTPIKMOV POPLOKEVTIKOV TPOIOVIMV TPENEL VAL OTOPEVYETAL.

Aocvupatdétrec:

[Iponynbeica Beponeio pe avTIQAEYUOVAOIELS OLGIEC UTTOPEL VoL 03N YN OEL GE emmpOcheTeg N
emovénuéveg avemBounteg evépyeleg Ko Katd cuvETELN Do TPETEL VO S1OKOTTTETAL 1] Y0P YNOT TETOLOV
KTNVIOTPIK®V QAPLOKEVTIKMVY TPOIOVTMV Y10 £VOL YPOVIKO O1GTN O, TOVAGYIOTOV 24®V ®P®V, TPV
amd v évopén g Bepanciag. ITapdia avtd 1 ypovikn mepiodog amd TNy Tponyovuevn Bepomeio
péyptL v Evapén g véag Bepamneiog, Ba eEaptnBel amd 115 PapUAKOAOYIKES IOIOTNTES TV POPUAK®OY
OV Elyav ypnoponomBel TponNyoLUEVWG,.

Yrepdocsoroyio (cuumtduora, LETPO AVIIETOTLONC, OVTIO0T):
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H pelo&ukdun, éxetl pikpo Oepameutikod DPOg AGPAAELNG OTIG YATES Kol LTOPOVV Vo Tapatnpndody
KAVIKG GUUTTOUOTO VTEPOOGOAOYING ,LETA OO OYETIKA LUKpd emtineda VTEPSOGiag

e mepintmon vrePd0coL0YIiaG, 01 AVETIOOUNTEG EVEPYELEC, OTIMG AVTEG AVAPEPOVTAL GTNV TOPAYPUPO
6 «AvemBounteg evépyetec», avouévetal va gival coPapotepeg kol cLYVOTEPES. Xe TEPIMTTMOON
vepdocoroyiag, Ba mpémet va yopnynbei cuuntopatiky Bepaneia.

e wdka yoipidia, vrepdocoroyia 0,6 mg/kg copatikov Bapovg Tov yopnynHonke katd T didpkelo 3
nuep®V akolovBovpevn amd d6om 0,3 mg/kg Kotd T didpkeln 6 EMTALOV NUEPDV, dEV TPOKAAECE
avemBuuNTEG EVEPYELEG YOPUKTNPLOTIKEG Yia TN peAo&ikdun. H acpdieio tov 60cemv oV
vrepPaivouv ta 0,6 mg/kg dev £xetl a&loroynOel og voIKa xo1pidia.

Idwitepec mpouAGEELC oV mpémer va Aapufdvoviol amd o ATOUo oV YOPNYEl TO POPUAKEVTIKO
mpoidv o€ Loa:

Ta dtopo pe yvoot evarcncio ot MEA®D mtpénet vo amopedYoLV TNV EXOQEN LE TO CLUYKEKPIHEVO
KINVIOTPIKO POPLLOKEVLTIKO TPOTOV.

Y mepinton tuyaiog KaTanoong, avalntnote auécmg TPk GLUPOVAN EMBEIKVOOVTOG GTOV YIOTPO
TO TAPOV PUALO OINYIDV YPNONG 1 TNV ETIKETO, TOV PAPUAKOV.

13. EIAIKEX TIPO®YAAZEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY IPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AIIO TH XPHXH TOY IPOIONTOX

Ta eapuaxo dev TPETEL VL OTOPPITTOVTIOL LEGH TOV AVUATOV ] TOV OIKIOK®V OTOPAATOV.
YvpPovievbeite Tov KTNVIATPO GAG Y0 TOV TPOTO ATOPPIYNG TV PN oILonomféviav eappakoy. Ta
UETPOL AVTA ATTOGKOTTOVV GTNV TPOGTAGI0 TOV TEPPGAALOVTOG.

14. HMEPOMHNIA THX TEAEYTAIAYX ETKPIXHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Agmtopepeic TANpoPopieg Yo T0 €V AOY® KTNVIOTPIKO QOPULOKEVTIKO Tpoidv dlatibevtal atov
owctvoakd tomo Tov Evponaikov Opyovicpod Oopudkmy http://www.ema.europa.eu/

15. AAAEX TAHPO®OPIEX

D1éAn tov S ml, 10 ml 1§ 25ml.
Mmopei va. unv KuKA0QopoHv OAEG Ol GUGKEVAGIEC.
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