ITAPAPTHMA 1

IEPIAHYH TOQN XAPAKTHPIZTIKOQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX
Coxatab 25 mg pacopevo diokia Yoo GKOAOVG

Coxatab 57 mg pacopevo diokia Yo GKOAOVG

Coxatab 100 mg pacopeva diokio Yo GKOAOVS

Coxatab 225 mg pacopeva diokia y1o. 6KOAOLE

2. IMOIOTIKH KAI IIOXOTIKH XYNGEXH

Kd&Oe dioxio mepiéyet:

ApOaoTIKO GVOTUTIKOG:

Coxatab 25 mg pocaueva diokio

dipoko&iumn 25 mg
1

Coxatab 57 mg pacduevo diokio
DOpoxo&ipumm 57 mg
1

Coxatab 100 mg pacopeva diokio
Ddipoko&iumn 100 mg
1

Coxatab 225 mg pacopeva diokio
Ddipoko&iumn 225 mg
"Exdoya:

BA. tov mApn KatdAioyo ekddywv oto kePdiato 6.1.

3. OPAPMAKOTEXNIKH MOP®H

Moocdpeva diokia.

Y7dAevko £mg avolytd KaPE, SIUOTIKTO e KOPE KNAIOES, GTPOYYLAD Kot KUPTO O10Ki0, LE GTAVPOEIN
dwywplotikn ypopun ot pia migvpd. Ta diokia pmopovv va dapeBodv oe 2 1 4 ica pépn.

4. KAINIKA XTOIXEIA

41 Eiom {oov

YKvAoL

4.2 Ogpamevtikég evocitelg mpoodropilovrog Ta £idn LoV

IMo v avakobE1on Tov TOVOVL Kot TG PAEYHOVIS TOV oyeTileTon L TNV 00TE00PHpiTIdn 68 GKOAOVG.
[Mo v ovaKodELeM TOL PETEYYEPTTIKOV TOVOL Kol TNG PAEYLLOVIG TOL OYETICETOL LLE YEIPOVPYIKES

eMEPPACELS LOAOKADV 10TMV, 0PHOTEIKES Kol 000VTINTPIKEG ENEUPACEIS GE GKOAOVC.

4.3 Avrevositeig



No pun xpnoylonoteital 6€ TEPMTMOELG VIEPELUICONGING 6T dPacTIKN OVGin 1 o€ KATO10 Ao Ta
£Kkdoya.

Noa un ypnowonoteitar o€ £ykveg 1 Onhalovoeg okOAEC.

Noa un ypnowonoteitan o€ {ma nAkiog pkpotepnc tov 10 efdopddmv 1 coUATIKov Bapoug
wkpotepov TV 3 Kg.

Noa un ypnoyionoteitarl 6 {d0 TOL TAGYOLVY OO YOSTPEVTEPIKT] ALLOPPOAYIQ, CLLOTOAOYIKT) SLOKPUGIQ
N OLLOPPOYIKES SLOTAPAYES.

No unv xp1oyLoTolEital TanTOYPOoVa LE KOPTIKOGTEPOELDN 1 GALD U1 GTEPOELDTN OVTIPAEYLOVOIN
oappoko (MZAD).

4.4  Ewkég TPoEdoTou|6E1s Y10 KGO £id0g Ldov
Kapia.
4.5 Iowitepeg mPoQUAAEELS KOTA TN YP1ION

Idwiitepec Tpo@LAGEELS KoTd TN ¥pNHon o€ Lha

Agv mpénel va yiveton vépPact g cuvieTopevnc 6oons. BA. moapdypago 4.9.

H ypfion og moAv veapd {da 1 o {da pe mhovn 1 emPefoiopévn avenapKela VEQPIKNG, Kapdtokng, 1
NmATIKNG Asttovpyiag umopei va cuvendayetal tpdcsbeto kivouvo. Eav n yprion dev umopei va
amo@evydel, o1 oKOAOL 0VTOL YPEIELOVTOL TPOCEKTIKY KTNVIOTPIKN TapaKoAovdnon.

Noa amogegdyetor 1 xprion oe {da (e apuddTmor, vrooykouio 1 vVIdTac Kabdc vdpyel TOavOS
Kivouvoc ovEnpévnc veppikng ToEKOTNTOC. Oa TPETEL VO ATOPEVYETAL 1) TALTOYPOV YOPTYNoN
SVVNTIKA VEQPOTOEIKMV PUPLLAK®V.

H ypriion avtod Tov KTVIATPIKOU QUPIUKELTIKOV TPoidvTog Ba mpémet va yivetal vd avotnpn
KTNVIOTPIKN TOPOKOAOVON G dTav LITAPYEL KIVOLVOC YOOTPEVTEPIKNG aupoppayiog 1 €bv To (mo €xel
TPONYOLUEVDS eppavioel dvoavetio oto MEIAD. Xe moAD GTAVIEG TEPIMTOGELS, £YOVV avapePDel
VEQPPIKES 1/KaL NTATIKEG S10TOPAYEG 0€ GKOAOVG GTOVG 0TTOIOLE YopNYNONKE 1 cuVIcTOUEVT SO0
Oepamneiag. Etval mBavdv £vo T0600TO TETOIWV TEPMTMOGEMY VA EIYE NGV UTTMOLATIKY VEQPPIKN 1|
NmATIKN VOG0 TPty TV €vapén g Bepoameiag. Q¢ ek TOVTOV, GLVIGTATAL KATAAANAOG EPYACTNPLOKOG
é\eyY0og Y10 TOV KaBOPIGHO TV PAGIKOV VEQPIKOV 1 NTOTIKOV BLOYNUKAOV TOPUUETP®V, TPLV Kol
TEPLOOKE KOTA TN SEPKELD TNG YOPNYNONG.

H Oepaneio o mpénet va draxomel ebv mapatnpnBovv kdmola amd Ta eENG CLUTTOUATOL:
emavaiapPovopevn didppota, £UEToc, tyvn ailatog oto KOTPava, amdOToUT andAs fapovs, avopesia,
MBapyoc, datapayn TOV VEPPIKAV 1) NTATIKOV POYNUIKOV TUPUUETPOV.

Idwitepec mpouAdEelc mov mpénel vo AouBdvovial ord To ATOUO TOV YOPNYEL TO QOPUAKEVTIKO

npoidv e Loa

[M\Wvete ta yépro oag PETd TN (PToN TOV TPOIOVTOG,.

Y mepinton mov Kotd Adbog vdpéel katdmoon, vo avalntioete apécms wTptkn fondela kot va
emdeiEete 6TOV 1WTPO TO ECOKAEIGTO PUALO 0O YUDV YPNONG 1) TNV ETIKETO TOV QAPUOKEVLTIKOD
TPOIOVTOC.

Ta dtoupepéva diokio Oa TPENEL VO EMGTPEPOVTAL GTIV OPYIKT] CUCKELAGIL.

4.6 AvemOovunteg evépyeleg (coxvoTnTa Ko cofapotnta)

[leprotaciokad, £xovv avaeepel Epetog Kot dtdppota. AVTéG o1 avTIOPACELS vt YEVIKE TOPOSTKNG
(UoEMG KOl AvOoTPEWYIUES OTaV dlakomTeETOL 1) Ogpameia. Xe TOAD GTAVIEG TEPUTTAOCELS, £XOVV
avapepBel veppikég 1/kan NIOTIKEG S1UTaPUYEG 08 GKOAOVS GTOVG 0TOI0VG YopNYHONKE N CLVIGTAOEVN
000 Bepaneiog. Zmavia, Exovv avapepbel dratapayég Tov VEVPIKOD GUGTHUATOG GE GKVAOVS TTOV
éafoav Bepomeio.



Edv epooaviotodv avembounteg evépyeleg OT®G EPETOG, ETAVOLAUPAVOLEVT] dLdppota, Txvn OipaTog
oT0 KOTPOVA, OmOTOUT oAl Bapove, avopesia, AOapyoc, doTapay TOV VEPPIKMV 1 NTATIKOV
Broymuikdv TopapéTpwy, 0o Tpénel vo, S10K0TEL 1| XPTOT TOV TPOTOVTOG Kot vo. avalntnOel
KINVIOTPIKT cUPovAn. Onwg kot pe dAha MEZAD, pumopel vo eLpavioTouy GoPapés avemifOUNTES
EVEPYELEG KO, GE TOAD GTAVIEG TEPIMTMOGELS, LTOPEL Va givart Bavatneopeg.

H ocvyvomta tov avemBountov evepyeidv kabopiletal og akorovbwmg:

- TOAD cuyvn (mepiocdtepo amod 1 ota 10 {da Tapovstalovy avemBOUNTEG EVEPYELES KATA TN
ddpketa g Oepameiag)

- ovyvn (meprocdtepo omd 1 adhd Ayotepo amd 10 (oo ota 100 vad Oepaneio {da)

- un cuvnoicpévn (mepiocdtepo amd 1 aAld Arydtepo amd 10 (oo ota 1.000 vad Oepaneio {da)

- onavio (teptocdTepo omd 1 aArd Arydtepo and 10 {ma ota 10.000 vrd Oeponcio (da)

- TOAD omavio (Arydtepo amd 1 ata 10.000 vo Oepameia (do, couneprrapupavouévaov
LELOVOLEVAOV OVAPOPDV).

4.7 Xpnomn kKatd TNy Ko, 11 yorovyio TNV @oTokia

No un ypnowyonoteitar o€ &ykveg 1 Inhalovoeg ordAEC.
Epyootmplaxés peréteg o€ kovvélia £de1&ay unTpotosikéc Kot EUPPLoToEikéc EMOPAcELC O
d0c0A0Yieg OV TTPocEyyilav T cuVicT®EVT 0doT Bepameiog Yo Tov GKOAO.

4.8  Alliemdpdaosic pe GAAY QUPUOKEVTIKO TPOIOVTO KOl AALES POPPES OAANAETIOpUOTC

[Iponyovuevn Oepomeio pe GALO AvTIQAEYUOVAOOT @apuUoKe. LTopel va 001 yNnoel o€ Tpdcbetec N
avénuéveg avemBouunTeg EVEPYELEC Kal, MG €K TOVTOV, Oa mpémel va tnpeital mepiodog ympic Oepameio
LE TETON PAPLLOKA Y10 TOVAAYLoTOV 24 dhpeg Tpv amd TV Evapén g Bepomeiog e To KTNVIATPIKd
QOPULOKEVTIKO TTPOidV. Q6TdG0, Yo TNV TEPiodo ywpig Bepamneia, Oa tpénel va Aappdvovtol vdyn ot
QOPLOKOKIVITIKEG 1O10TNTEG TMV PUPLOKEVTIKAOV TPOIOVT®V TTOV €LYV ypnoomon el TponyovpHévmg.

To mpoidv dev mpémet va yopnyeital oe cuvdvacud e dAlo MEAD 1| YALKOKOPTIKOGTEPOEWT]. To
€AKOG TOV YOOTPEVIEPIKOV GCOANVA UTOPEL Vo eTOEVODEL e KOPTIKOGTEPOEDN G€ MDA TOV
Aappévouv pn oTeEPOEIdN AVTIQAEYLOVAOOT PEPLLOKOL.

Tavtdypovn Bepamneio pe popLa TOL ACKOVY dPACT GTN VEPPIKN POT, TT.X. SLOLPNTIKA 1] OVAGTOAEL
Mertatpentikov Evibpov e Ayyeotevoivng (ACE), Ba npénet va tifetor vd kKAvikd éleyyo. Oa
TPEMEL VO ATOPEVYETAL 1] TAVTOYPOVT] YOPTYNON dVVNTIKE VEPPOTOEIKMV QUPHAK®OV, KABDS LITAPYEL
avénpévog kivouvog veppikng to&ikdtnrag. Kabbg ta avaiodntkd edppoka propel va ennpedoovy
NV AUATOCN TV VEPPOV, 1| Bepameia [l TopeVTEPIKA VYPA KaTA TN S1dpKELD TG EXEUPAONG
Bewpeiton OTL petmvel Tig mMOVEG VeQPIKES ETUTAOKEG KOTA TN ¥prion MEAD katd v enépPaon.

Tavtdypovn xpnomn GAL®Y SPOCTIKOV OVGLOV OV EY0VV UeYOAoL Babpod TpwTeiviky| cuvoeon umopel
VO OVTOYOVIGTEL TN OPOKOEIUTN OC TPOG TN GVVOEST] KO, GUVERMG, VoL 00NYNGEL 68 ToEKES
aVTOPACELS.

4.9 Aocoloyio kou TpOTOGS YOPNYNONG
Amo Tov 6TOHOTOG XPNOT.

Ooteoophpitido:

Xopnynote 5 mg ava kg copatikod Bapovg pio popd nuepnoimg, 0TS avaypapeTol GTOV TOPAKATM
mivaKa.

H dudpxera tng Oepaneiog e&aptdrar and v avtamoxpion mov mapotnpeitol. Kabog ol peréteg
nediov meplopiotnkav otig 90 nuépeg, n paxpdg didpkeloag Oepaneio Oo npénel va eEetdleton
TPOCEKTIKA KOl VO DVITOKELTOL GE TOKTIKT KTNVIOTPIKT] TopakoAovdnon).

AvaKoVQ1GT) TOV LETEYYEPNTIKOD TOVOL:




Xopnynote 5 mg ava kg copatikod Bapovg pia eopd nuepncing, 6TOS avaypapETUL GTOV TAPAKAT®
mivaxo, Yo £0g Kot 3 NUEPES, AVAAOYQ LLE TNV TEPITTOOT), EEKIVMOVTOG TEPITOV 2 MPEG TPV amd TNV

eméuPoon.

Metd v opBomedixn Xepovpyikn emEUPAOT KOl AVAAOYQ LLE TV OVTATOKPLOT] TTOL TOPATNPEITOL, M
Oepomeio pe TN gpnon Tov 010V KabnUEPIVOD BOCOAOYIKOD GYNUATOG UTOPEL VO GUVEYLIOTEL LETA TIC
TPMOTEG 3 NUEPES, KATA TNV KPIioN TOL BEPATOVTOC KTNVIATPOV.

ApOpoc poocopevev ooKiov avd péyedog

Yopotiké Bapog (kg) Evpog mg/kg
25 mg 100 mg COUATIKOD Bapovg
3,0-35 0,75 54 -6,25
36-5 1 0,25 50-6,9
51-6 1,25 52-61
6,1-75 15 50-6,1
7,6 -85 1,75 51-58
8,6 —10 2 0,5 50-58
10,1 -15 0,75 50-74
151-20 1 5,0-6,6
20,1-25 1,25 50-6,2
25,1 -30 15 50-6,0
30,1 -35 1,75 50-58
35,1-40 2 50-57
n
AprOpoc poocOpREVOV S1oKiov avd péyedog
Yopotiké papog (kg) 57 mg Evpoc mg/kg
CONOTIKOV fapovg
3,0-55 0,5 52-95
56-75 0,75 57-17,6
7,6 -10 1 57-175
10,1 -13 1,25 55-71
13,1-16 15 53-65
16,1 -18,5 1,75 54-6,2
1
ApONoc pocOREVOV S16KIOV avd péyedog
Yopotiké Bapog (kg) 225 mg EvYpog mg/kg
GONOTIKOV Bapovg
18,4225 0,5 50-6,1
22,6 —335 0,75 50-75
33,6 —45 1 50-6,7
45,1 —56 1,25 50-6,2
56,1 — 67 15 50-6,1
67,178 1,75 50-5,9
78,1 -90 2 50-5,8

Ta diokio pmwopovV va yopnyovval Ue 1 YOPIG TPOO.
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Ta. dioxio pmopovv va diopebodv og 2 1 4 ica puépm, Yo vo Kataotel duvatni n akpinig docoroyia.
TomoBetnote TO d10KI0 GE LI EMITEDT EMPAVELQ, LE TNV YOPAYUEVT] TAEVPE TOL GTPOLUEVT] TPOC TA
EMAVO KL TNV KVPTY (GTPOYYLAEUEVT)) TAEVPA TTPOG TNV EMLPAVELQ.

INa va yopicete o€ 2 ica uépn:

[Miéote Tovg avtiyelpég Gag TPOC T KAT® Kot 6TIS 000 TAELPES TOV J1oKIOV.

INa va yopicete o€ 4 ica uépn:

[Miéote ToV avTiyelpd 6ag TPOC TA KAT® TN HEGT TOV O1GKIoV.

4.10 Ymnepoocoroyio (COUTTOUATA, HETPO. UVTIHETAOMIGNG, OVTIOOTO), EAV Eival amapaiTnTO

Y& okOAOVG NAikiag déka efdopadmv, Katd Ty Evapén tng Bepomeiag, oe docoloyieg ioeg pe | v
v 25 mg/kgmuépa (5 popéc T cuvieTdpeVN 006GN) Yo TPEIS UNVES, TapatnpnOnkay ta akdlovba
CUUTTONOTE TOEIKOTNTAG: ATMAELN fApovg, avopeEia, OAAOIOCEL TOV HTOTOG (GLOCHPEVGT ATOVS),
EYKEQPAAOV (OYNUOTICUOG KEVOTOTIWOV), dmOeKadAKTUAOL (EAKN) Kot Bdvatog. e doGoloyieg {oeg Le M
peyodvtepeg tov 15 mg/kgmuépoa (3 opég t cvviotmdpevn 66on) yuo €L unveg, TapatnpnoOnKay
TOPOUOL0 KMVIKG COUTTOUOTO, OGAAG 1] GOPapOTNTA Kol GUYVOTNTA NTOV JUKPOTEPES Kot OEV
TapovcldcOnKay EAKN 010 dMOEKAIAKTVAO.

2T1G LEALTEC 0OQAAELNG OE OVTA TA €101 TV (O®V, TO KMVIKO COUTTOUOTE TOEIKOTNTOG TOV
AVTIGTPEYILA GE OPIGUEVOLG GKVAOVG OTav oTapdtnoe 1 Bepomeio.

e okOAOVG NAKiag eEXTA UNVOV, Katd TV Evapén g Oepaneiog, oe docoAoyieg peyalvtepeg 1 ioeg
pe 25 mg/kg/mpuépa (5 popég tn cuvictdpevn do0o) o &L punveg, mapatnphOnkay avemBounteg

EVEPYELEG OO TO YOOTPEVIEPIKO, T, EUETOG.

Agv mpaypororomdnkay peétec vepdocoroyiag oe {da nhkiog dve tov 14 unvov.
Edv mopatnpnBoiv khvikd copntdpate vrepdocoloying, Tpénet vo otapatnoet 1 Bepomeia.

4.11 Xpodvog(o) avapoviig

Agv omotteitol.

5. OAPMAKOAOI'TKEX IAIOTHTEX

Ddoppokobepamentikn opddn: AVIIPAEYLOVMON KOl AVTIPEVHOTIKG TPOIOVTA, LUT) OTEPOELDT.
Kwdwdog ATCvet: QMO1AH90.

5.1 ®@appoxodvvopkEis 1016TNTEG

H opoxo&iunn givar Eva pn otepoedéc avTipAeypovadeg eappoko (MEAD) tov avikel oty opdda
tv Coxib, 10 0moio dpa PEG® TNG EMAEKTIKNG OVOGTOANG TG GVVOEST|G TPOGTAYANVIIVMV TOV
vrofondeital omd v kukAoo&vyevdon-2 (COX-2). H kukhoo&uyevdon givar vedbovn yo tnv
napaynyn tpoctoyrovdvav. H COX-2 givarl 1 icopopen tov evibpov mov £xel amoderydel 0Tt
TPOKOAEITOL A0 TPOPAEYHOVAOON epebicpata kot £xel BempnBel Tt lvar kupimg vtevbBvvn yio ™
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ovvbeon TPOGTAVOEW OV PLOUIGTOV TOVOL, PAEYHOVIG Kot TupeTov. Katd cuvéneia, 1 opdda tov
Coxib emdekvdel avoAyNTIKEG, AVTIPAEYHUOVMOELS KOl OVTUTVPETIKES 1010TNTEG. Oempeitar 6TLp COX-
2 cvuPairet emiong oty woppnéia, ELEMOAEVCT) TOV MAPIOV KO GOYKAELST) TOV OPTHPIAKOD TOPOU,
KaODC Kol GTIG AEITOVPYIEG TOL KEVTPIKOV VELPIKOD GUGTHIATOC (ETAYWYT TUPETOV, BicONUa TOVOL
KO YVOOTIKY Agttovpyin). Xg in Vitro mpocdioptopong olkod aipotog okOA®MVY, 1 e1poko&ipmn
napovoidlel mepinov 380 popég mepiocdtepn emthektikotnta Yo tnv COX-2 évavtt g COX-1.

H ovykévipmon tng ¢ipoko&inmng mov amouteiton yuo v avacstol tov 50% tov evlvpov COX-2
(dniadn n ICso) eivor 0,16 (x 0,05) uM evd 1 ICso yio tv COX-1 givan 56 (£ 7) M.

5.2 ®dDappokoKiviTiKG oTovyEio

Metd amd Tov GTOUATOS YOPTYNOT TNG CLVIGTMUEVNC dOGTG TV 5 mg avd kg copatikod fdpovg o
GKOAOVE, 1 PIPOKOEIUTN ATOPPOPATOL TAYEWMS KOt O ¥POVOG Yo TN UEYIeTn cLYKEVTPmOT| (Tmax) ivan
1,25 (% 0,85) dpeg. H péyrom ovykévipmon (Cmax) givon 0,52 (£ 0,22) ug/ml (1codbvaun mepinov ue
1,5 uM), n meproyn kéto amd v kapmdAn (AUCo24) eivor 4,63 (£ 1,91) pug X dpeg/ml ko 1 amwd Tov
otopaTog Prodabdecipuotnta eivar 36,9 (+ 20,4) Toig exato. O ypodvog nulong amékkpiong (tx) sival
7,59 (£ 1,53) dpeg. H ppoko&ipmn eivor nepimov 96% deopevpévn og mpmteives Tov TAAGUOTOC,
Metd amd TOAATAEG OO TOL GTOUATOG XOPNYNOELS, 1) 6TAOEPT KUTACTOOT EMTLYYAVETAL KATO, TNV
Tpitn nuepnoia doon.

H oipoxo&iunn petaforiletar katd kOpto Adyo HEGm amaAKVAIMONG Kot YAVKOLPOVISOToinoNg 6To
Nrap. H amopdkpuven extteleitor kupimg 610 TNG YOANG Kol TOV YOGTPEVTEPIKOD GMOANVAL.

6. OAPMAKEYTIKA XTOIXEIA

6.1 Kotahoyog ekdoywmv

Lactose monohydrate
Microcrystalline cellulose
Hydroxypropy! cellulose
Croscarmellose sodium
Silica, colloidal hydrated
Magnesium stearate
Chicken flavour

6.2 Kipieg acoppatotnteg
Agv 1oy0et
6.3 Awdpkera {ong

Aldpxela (NG TOL KTNVIOTPIKOD PUPLOKEVTIKOD TPOIOVTOC COUPMOVA. LLE TT) GLCKEVOGIO TOANCONG:
3 ém.

6.4 Iowirepec mpo@urdiers katd T @OLAEN TOV TPOIOVTOG

Agv amaitovviot 101KEG cLVONKES S10TPNONG Y10 AVTO TO KTNVIOTPIKO POAPUOKEVTIKO TPOTOV.
6.5 ®@von Ko 6UVOEST TG GTOLYELDIOVS CVGKEVAGING

Blister aiovpviov - PVC/PE/PVDC og xdptivo KouTi.

Xaptvo kovti mov mepiéyetl 10 dioxia

Xdaptvo kovti mov mepiéyet 20 dioxia

Xdaptvo kovti mov mepiéyetl 30 dioxia

Xdaptvo kovti mov mepiéyel 50 doxia
Xaptvo kovti mov wepiéyetl 100 dokia



Xdaptvo xovuti mov wepiéyetl 200 diokia
Mmropei va, unv KoKAoQopobV OAEG Ol GUCKEVAGIEG.

6.6 E10kég mpo@uiaierg amoppiyng EVOS Yp1oomot0£vTog KTNVINTPIKOD PUPULOKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTAL UTTO TN YP1O1] TOL TPOIOVTOGS, OV VITAPYOVY

Kda0e pun ypnoyomombév ktnviatpikd QoprokenTIKd TPoiov 1 Un ¥pNoLoron0évta VITOAEIUATE TOV
TPEMEL VO OTOPPITTOVTOL GOUPDVO, LLE TIG IOYVOVGESG EOVIKEC OTUTHOELS,

7. KATOXOXZ AAEIAY KYKAO®OPIAX
CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Ieppovia

8. APIGMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/2/22/286/001-024

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Huepounvia mpwtng éykprong: 12/08/2022

10 HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeic TANpoeopieg yia 10 TOPOV KTNVINTPIKO QUPLOKELTIKO Tpoiov dlatifevtal 6Tov SiKTvakd
1610 10V Evponaikod Opyavicpod @apudxov (http://www.ema.europa.eu/).

AITAT'OPEYXH IIQAHXHXE, AIAOGEXHX KAI/H XPHXHX

Agv 1oy0el.


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

ITAPAPTHMA 11

IHAPAXKEYAXTHX(EY) YIIEYOYNOX(OI) I'TA THN AIIOAEEMEYXH TQN
IHAPTIAQN

OPOI'H IIEPIOPIXMOI IIOY A®OPOYN TH AIAOEXH KAI TH XPHXH

ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)



A. TTAPAXKEYAXTHX(EYX) YIIEYOYNOX(OI) I'TA THN AITOAEXMEYXH TQN
IMAPTIAQN

Ovopoa kot d1ev6vvon Tov(twv) TopaskKeLooTN(MV) TOL gival VTevhuvoc(ol) yio TNV OTOdEGUEVCT] TV
TOPTIO®Y

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Ieppovia

B. OPOI'H HEPIOPIZEMOI ITIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

Kmviatpikd eappokeutikd mpoidv yio To 0moio amotteital Tpikny cuvToym.

I’ ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

Agv 1oy0et.
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ITAPAPTHMA IIT

EINIIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX

11



A. EIITIXHMANXH
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Emonpavon 1aptivov Kovtiov

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Coxatab 25 mg pacouevo diokio Y100 oKOAOVG
Coxatab 57 mg pacouevo diokio Y100 oKOAOVG
Coxatab 100 mg pacopeva diokia Y10 GKOAOVE
Coxatab 225 mg pacopeva diokia y1o. 6KOAOLE

Qpoxo&iunn

| 2. TYNOEXIH IE APAITIKH(EI) OYZIA(EX)

Dpoxo&ipmn 25 mg
Dpoxo&ipmn 57 mg
Dpoxo&ipmn 100 mg
Dipoxo&ipmn 225 mg

‘ 3. OAPMAKOTEXNIKH MOP®H

Mooduevo d1okio

4. XYXKEYAXIA

10 dioxkial
20 diokio
30 diokial
50 dioxkial
100 dwoxkial
200 dokio

5.  EIAOX(H) ZQOY(QN)

2KcOAoG.

| 6. ENAEIZH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Amo Tov 6TOHATOG XPNOT.
AwPacte T0 PUALO 0INYIOV XPNONG TPV OO TN XPNON.

‘ 8. XPONOX ANAMONHX
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| 9. EIAIKH(EX) TPOEIAOMOIHEH(EIL), EAN EINAI ATIAPAITHTH(EX)

Awpaote 10 EUALO 0ONYIOV ¥PNONG TPV ATd TN (PO,

| 10. HMEPOMHNIA AHEHX

AHEH

11. EIAIKEX XYNOHKEX AIATHPHXHX

12. EIAIKEXZ IPO®YAAZEEIZ AITOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IPOEPXONTAI ATIO TO ITPOION, AN YITAPXOYN

Andppiyn: Aafdote T0 E0MOKAEIGTO PVALO 0ONYIDV ¥PNOTG.

13. OI AEEEIX «<ATTIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZEMOI IIOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, AN
YIHHAPXOYN

ATOKAEIGTIKA Y100 KTNVIOTPIKN ¥p1ion. Na d1atifeton LovoV (e KTNVINTPIKY GUVTOYY.

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

Na pvAdcoetal o€ Béon, v onoia dev PAémovy Kat dev mpooeyyilovv ta madd.

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

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Ieppavia

16. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/22/286/001 (25 mg, 10 pocodpevo. diokic)
EU/2/22/286/002 (25 mg, 20 pocopevo. diokio)
EU/2/22/286/003 (25 mg, 30 pocopevo diokio)
EU/2/22/286/004 (25 mg, 50 pocodpevo diokio)
EU/2/22/286/005 (25 mg, 100 poocopeva diokio)
EU/2/22/286/006 (25 mg, 200 poocodpeva diokio)
EU/2/22/286/007 (57 mg, 10 pacopeva diokio)
EU/2/22/286/008 (57 mg, 20 pacopeva diokio)
EU/2/22/286/009 (57 mg, 30 pacopeva diokio)
EU/2/22/286/010 (57 mg, 50 pacopeva diokio)
EU/2/22/286/011 (57 mg, 100 pacopeva dtokio)
EU/2/22/286/012 (57 mg, 200 pacopeva dtokio)
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EU/2/22/286/013 (100 mg, 10 pacodpeva dtokio)
EU/2/22/286/014 (100 mg, 20 pacodpeva dtokio)
EU/2/22/286/015 (100 mg, 30 pacopeva dtokio)
EU/2/22/286/016 (100 mg, 50 pacopeva dtokio)
EU/2/22/286/017 (100 mg, 100 pacodpeva dickio)
EU/2/22/286/018 (100 mg, 200 pachpeva diokia)
EU/2/22/286/019 (225 mg, 10 pacdpeva diokio)
EU/2/22/286/020 (225 mg, 20 pacdpeva. diokio)
EU/2/22/286/021 (225 mg, 30 pacopeva dtokio)
EU/2/22/286/022 (225 mg, 50 pacopeva dtokio)
EU/2/22/286/023 (225 mg, 100 pacodpeva diokio)
EU/2/22/286/024 (225 mg, 200 pacodueva dickio)

17. APIOMOZX ITAPTIAAX TAPAI'QI'HX

Moptida
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EAAXIXTEX ITAHPO®OPIEX IIOY ITPEITEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYINOY BLISTER 'H XTIX TAINIEX

®dvlrio blister

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Coxatab 25 mg pacouevo diokia Y100 GKOAOVG
Coxatab 57 mg pacouevo diokio Y100 oKOAOVG
Coxatab 100 mg pacopeva diokia y1o. GKOAOVE
Coxatab 225 mg pacopeva diokia y1o. 6KOAOVE

Qpoxo&iunn

‘ 2. ONOMA TOY KATOXO0Y THX AAEIAYX KYKAO®OPIAX

CP-Pharma Handelsgesellschaft mbH

3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOZX ITAPTIAAX

[Moptida

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

ATOKAEIGTIKA Y100 KTNVIOTPIKN XPTON.
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B. ®YAAO OAHI'TQN XPHXHX
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DYAAO OAHI'TQON XPHXHZX:
Coxatab 25 mg poocdpeva diokio Yo 6KOAOVG
Coxatab 57 mg pocdpeva diokia Y10 6KOAOVG
Coxatab 100 mg pacdpeva, Siokia Yoo 6kOAOVG
Coxatab 225 mg pacopeva, Siokia Yo 6kOLoVG

il ONOMA KAT AIEYOGYNXZH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX [TAPAXKEYHX ITIOY EINAI YIIEYOYNOZX I'TA THN
ANNOAEEMEYXH HAPTIAQN, E@OXON EINAI ATA®OPETIKOI

Kdatoyoc tne 6de10¢ KUKAOPOPIOG Kol TOPOCKEVAGTAS LEELHVVOC Y10 TV ATOGEGUEVGN TOV TOPTIOWV:
CP-Pharma Handelsgesellschaft mbH

Ostlandring 13

31303 Burgdorf

Ieppovia

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Coxatab 25 mg pacouevo diokia o0 oKOAOVG
Coxatab 57 mg pacouevo diokia yioo oKOAOVG
Coxatab 100 mg pacodpeva diokia y1o. 6KOAOLE
Coxatab 225 mg pacopeva diokia y1o. 6KOAOLE

Q1POKOEIUTN
3. YYNOEXH XZE APAXTIKH(EX) OYZIA(EX) KAI AAAA ZYXITATIKA
Ka0e poocmpevo diokio mepiéyet:

ApacTIKI| ovoia:
Coxatab 25 mg pocdueva diokio

Dipoxo&ipmn 25 mg
n

Coxatab 57 mg pocdueva diokio
dipoko&ipmn 57 mg
n

Coxatab 100 mg pocdueva diokio
Dipoko&ipumn 100 mg
1

Coxatab 225 mg posdueva diokio
Dipoko&ipumn 225 mg

Y7oAevKo £0G avoLXTO KAPE, SIUCTIKTO LE KOPE KNAIOEG, OTPOYYLAD Kot KupTO d10KI0, LLE GTAVPOELDN
dwywplotikn ypopun ot pia migvpd. Ta diokia pmwopovv va dapebodv og 2 1 4 ioa pépn.

4, ENAEIZH(EIXL)

IMao v avakodEom Tov THVOL Kot TG PAEYUOVIG oV oyeTiletan e TV ooteoaphpitidn g oKOAOVC.
[Mo v ovaKodE1eM TOL PETEYYEPTTIKOV TOVOL Kol TNG PAEYLLOVIG TOL OYETICETOL LLE YEIPOVPYIKES
EMEUPACELS LOAOKADV 10TMV, 0POOTEIKES KOl 000VTIOTPIKESG EMEUPACELG 0€ GKOAOVG.

5. ANTENAEIZEIX
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No pun xpnoylonoleital 6€ TEPMTMOELG VIEPELUICONGING 6T dPacTIKN OVGin 1 o€ KATO10 Ao Ta
£Kkdoya.

Noa un ypnowonoteitar o€ £ykveg 1 Onhalovoeg okOAEC.

Na un ypnowonoteitan o€ {ma nAikiog pkpotepnc tov 10 efdopddmv 1 copatikod Bapovg
wkpotePOL TV 3 Kg.

Noa un ypnoylonoteitarl 6 {da TOL TAGYOLVY OO YOSTPEVTEPIKT] ALLOPPAYIN, CLLOTOAOYIKT) SLOKPUGIO
N OLLOPPOYIKES SLOTAPAYES.

No unv yp1oyLoTolEital TanTOYPOVa LE KOPTIKOGTEPOELDN N GALD U1 GTEPOELDN OVTIPAEYLOVOIN
eappaxa (MEAD).

6. ANEINIOYMHTEX ENEPI'EIEX

[epiotaciokad, £xovv avagepel Epetog Kot dtdppota. AVTéG oL avTIOPAGELS v YEVIKE TOPOSTKNG
QUOEMG KOl avooTPEYILES OTaV dlakdmTeTon 1) Oepameia. Xe TOAD GTAVIEC TEPUTTOCELS, £XOVV
avapepOel veppikég /Kot NTOTIKEG S1TOPOYEG GE GKOAOVE GTOVE 0TTOI0VG XOPNYNONKE 1| GUVIGTOUEVT
doon Bepameiog. EZmavia, £xovv avapepbei dtotapoyég ToOL VEVPIKOD GUGTAUATOS GE GKOAOVLE TTOV
éhafav Oepameia.

Edv eppoaviotody avembounteg evépyeleg OTMS EUETOG, ETAVOAOUPAVOUEVT dLdPPOLD, TV aioTOC
ot KOTPOVa, amoToun amdAela Papove, avopetia, AMOapyoc, dloTapayn TMV VEPPIKMOV 1| NTATIKOV
Broymuikdv Topapétpayv, 0o tpénset vo, S10K0TEL 1| PN o™ TOV TPOTOVTOG Kot vo. avalntnOel
KINVIaTPIKY cvuPovin. Onmg kot pe dAha MEAD, pumopel vo ep@avictovy GoPopéc avembounteg
EVEPYELESG KO, GE TOAD GTOVIEG TEPIMTMOGELS, UTOPEL va eivar Bavatneopec.

H ovyvotta tov avemBiuntov evepysimv kabopiletal ¢ akoAovbmg:

- oAV ovyvn| (tepiocdtepo amd 1 ota 10 vd Bepaneio (Do TapovG1alovy avemTBOUNTES EVEPYELES)
- ouyvn (mepiocotepo amd 1 oA Atydtepo amd 10 {da ota 100 vrd Bepaneio (da)

- un ovvnOopévn (tepiocdtepo amd 1 adrd Arydtepo and 10 Cma ota 1.000 vid Bepaneio (o)

- onavia (mepiocotepo amd 1 adid Ayotepo and 10 {oa ota 10.000 vd Bepaneio Cma)

- oAV omdvia (AMyotepo omd 1 ota 10.000 vrd Oepaneio {da, counep aUPavoUEVOY LELOVOUEV®Y
avapopPaOV).

Eév mopatnpricete omowodnmote avemBOuNT EVEPYELD, OKOLLO KOL 0V OEV OVOPEPETOL OTO EGMOKAELGTO
QOALO OONYIDV YPNONG N AUEPAAETE Y10 TNV ATOTEAEGHOTIKOTITO TOL QOPLAKOL, TOPAKOAEIGHE Va
EVNLEPMDGETE GYETIKMG TOV KTNviaTpd cag.

7. EIAH ZQOQN)

2KOAOL.

8. AOXOAOITA I'TA KAQE EIAOXZ, TPOITIOX KAI OAOX(OI) XOPHI'HXHX

5 mg/kg pio popd nuepnoing.

IMo 1t peioon tov peteyyelpnTiKod TOVOL Kot TG GAEYHOVIGS, T {da pmopovv va Aapfdavouy tn d6on
EexvavTag Tepimov 2 dpeg mpwv amd TV enEPPaon Yo £0g Kot 3 GLVEXOLEVES UEPES, AVALOYQ LE TNV
nepintwon. Metd v opbomedikn yeipovpyikn enéuPfaocn Kol aviloyo Le TV avTamdKpioT) oV
napatnpeital, 1 Oepaneia pe tn gp1on Tov id1ov KadnUePVOU S0GOA0YIKOV GYNUOTOG UTOPEL VoL
OULVEYIOTEL LETA TIG TPAOTEG 3 NUEPES, KOTA TNV Kpion Tov Bepdmoviog KTnvidTpov.

[Ma amd Tov 6TOLATOG XPTOT, COUPOVE, LLE TOV TOPOKATO TivVaKA.
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ApOpoc poocdpevev o1oKiov avd péyedog

Xopatiko Bapog (kg) Evpog mg/kg
25 mg 100 mg COUATIKOD Bapovg
3,0-35 0,75 54 -6,25
36-5 1 0,25 50-6,9
51-6 1,25 52-6,1
6,1-75 15 50-6,1
7,6 -85 1,75 51-58
8,6 —10 2 0,5 50-58
10,1 -15 0,75 50-74
151-20 1 5,0-6,6
20,1-25 1,25 50-6,2
25,1 -30 15 5,0-6,0
30,1 -35 1,75 50-58
35,1-40 2 50-57
n
ApOnoc poocOpREVOV OoKiOV avd péyedog
Yopotiké papog (kg) 57 mg Evpog mg/kg
CONOTIKOV fapovg
3,0-55 0,5 52-95
56-75 0,75 57-176
7,6 -10 1 57-175
10,1 -13 1,25 55-71
13,1-16 15 53-65
16,1 -18,5 1,75 54-6,2
1
ApONoc pocOREVOV OoKIOV avd péyedog
Topatiké fapog (kg) 225mg EvYpog mg/kg
CONOTIKOV fapovg
18,4 -22,5 0,5 50-6,1
22,6 —335 0,75 50-75
33,6 —45 1 50-6,7
45,1 — 56 1,25 50-6,2
56,1 — 67 15 50-6,1
67,178 1,75 50-59
78,1 -90 2 50-5,8

vy

Ta dioxio propovv va dwapebodv e 2 1 4 ioa pép, Yo vo Kataotel duvatr 1 akpipng docoroyia.
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TonoBetroTE TO d10KI0 GE Ui EMIMEIN EMPAVELL, UE TNV YOPOYUEVT] TAEVPA TOV GTPOLUEVT TTPOG TAL
EMAVO KL TNV KVPTY (GTPOYYLAEUEVT)) TAEVPA TTPOG TNV EMLPAVELQ.

INa va yopicete o€ 2 ica uépn:

[Méote Tovg avtiyelpég cog mTPOg T KATM Kot oTIC 600 TAEVPEC TOV d1oKiov.

INa va yopicete o€ 4 ica uépn:

[Miéote Tov avtiyelpd cag TPog Ta KAT® 61N LEGN TOL dlokiov.

9. OAHT'IEX T'TA TH XQXTH XOPHI'HXH

Ta diokia pwopovv va yopryobvtal Le 1 x®pig Tpoen. Mnv vrepPaivete T cuvicT®pevn d60T.
H dudpxela g Oepaneiog e€aptdrar omd v avtamoxpion mov mapotnpeitat. Kabog o1 peréteg
nediov meplopionkav otig 90 nuépeg, n paxpdg didpkelag Oepaneio Oo npénel va eEetdletan
TPOGEKTIKG KOl VO VITOKELTOL GE TOKTIKT KTNVIOTPIKT TopakoAovOnon.

10. XPONOX ANAMONHX

Agv 1oy0et.

11. EIAIKEX XYYNOHKEZX AIATHPHXHX
Noa purdcoetal o€ 0éon, v omoia dev PAEmoVY Kot dgv Tpoceyyilovv To ToUdIA.
No @UAGCCETOL GTNV OPYIKT] CLOKELAGTOL.

Mn ¥pNGIULOTTOLEITE AVTO TO KTNVIOTPIKO POPHAKEVTIKO TPOTOV LETE TNV nuepounvio ANENG mov
avapépetor otny eTikéta petd to EXP/AHZEH.

12. EIAIKH(EX) TIPOEIAOIIOIHXH(EIX)

Idwitepec Tpo@LAGEELS Katd T Xprion o€ Loa

H ypnion og moAv veapd Lda 1) og Cda pe mbavn 1 emPePatopévn averaprela VEQPIKNG, KapOoKnG, 1
nNmatikng Aettovpyiag uropel va cuvendyetol tpdcsbeto kivovvo. Edv n yprion dev pmopet va
aroegvydei, o1 oKOAOL avTol YPedloVTOL TPOGEKTIKT KTNVINTPIKY| TapakolovBnon. [lpv amd ™
Bepaneio, cLVIoTATOL O KATAAANAOG EPYAGTNPLOKOG EAEYYOG VIO TV OVIXVELGT VITOKAVIKDV
(QCLUTTOUOTIKAOV) VEPPIKOV 1] NTATIKAOV S10TAPOYDV, TOV PUTOPEL VO TPOOBETOVY Y10 TV EUPAVIOT
AVETOOUNTOV EVEPYELDV.

Na aropegdyetar ) xprion oe {da e apLOGTMOOT], LYKo 1] VIOTAC KAODS VITAPYEL KIVOLVOG
aVENUEVNG VEQPIKNG TOEIKOTNTOS. Ba TPETEL VO, ATOPEVYETAL 1) TALTOYPOVT XOPNYNON SuVNTIKA
VEQPOTOEIKADV PUPULAK®OV.

H ypnion avtod Tov KtnviaTpikov eappakevtikod Tpoidovtog Ba tpénet va yivetal vtod avotnpn
KTNVIOTPIKT TOPaKoA0VON oM OTAV VILAPYEL KIVOLVOG YOOTPEVTEPIKNG apoppayiag i edv to (Do €xet
TponyoLUEVERS eppavioet ducavetio ota MEAD. H Ogpancia Oa mpémetl va dtokomel edv
napaTnpnovv Kdmolo omd To eENG COUTTMOUATA: ETAVUAALUPUVOUEVT d1dppOLa, ELETOG, TV OLOTOG
oT0 KOTpova, amdTour andiela Bapove, avopesio, ABapyoc, daTapayi TOV VEPPIKOV 1 NTATIKOV
Bloymukadv TopopETp@y.

ISwaitepec mpo@uAGEELC TOoL Ttpémel vo Aauavoviol amd TO GTOLO TOL YOPNYEL TO POPUOKEVLTIKO
npoidv oe Lda.

[M\Ovete ta xéplo oag PETd T (PO TOV TPOIOVTOG,.

Y mepinton mov Kotd Adbog vrdpéel katdmoon, va avalnTioeTe apéoms Tpikn Pondela Kot va
emOEiEeTe GTOV 1UTPO TO ECOKAEIGTO PUAAO 0O YLDV YPNONG 1 TNV ETIKETO TOV QAPUOKEVLTIKOD
TPOIOVTOC.
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Ta Soupepéva diokia Oa TPETEL VoL ETGTPEPOVTOL GTNV OPYIKT] GUCKELOGIOL.

Kvnon kot yarovyio:

Noa un ypnowonoteitar o€ £ykveg 1 Onhalovoeg okOAEC.

Epyootnploxég peréteg o€ kovvéAa £3€1Eav UNTPOTOEIKEG Kot EUPPLOTOEIKEG EMOPACELG OE
d0c0A0YiEg OV TPOGEYYILaV TN GVVICTOUEVT d6oT Bepameiog yio Tov GKOAO.

AMNAEMIPACELS LE GALD QOPLOKEVTIKA TPOIOVTO Kot GAAEC LOPPEG AAANAETIOpa.oNG:
[Iponyovuevn Bepomeio pe GALEG AVTIPAEYUOVAOIELS OVGIEC Umopel va, 0dNyNoel o TpoOGheTeg N
avENUéEveg avemBVUNTEG EVEPYELEC KL, MG EK TOVTOV, Oa Tpémel va, Tnpeital TEPiodog ywpic Oepameia
LE TETO0, PAPUOKA Y10 TOVAGIoTOV 24 (peg TPy amd v Evapén g Oepaneiog e TO KTNVINTPIKO
Qapuako. 6t000, Yio TNV TEPiodo ympic Oepancia, Oa Tpénel va Aapupdvoviot vrdyn ot
QOPUOKOKIVITIKES IO10TNTES TOV PUPUAK®Y TOV ELY0V ¥PNOLOTOMOEL TPOTYOLUEV®C,.

To wpoidv dev mpémel va yopnyeital o€ cLVOVAGUO pe dAla MEAD 1 yAvkokoptikoctepoeldn. To
€AKOG TOV YOOTPEVTEPIKOD COAVO UTOPEL Vo eMOEVBEL [ie KopTikooTepoeldn oe {da. Tov
AOUPAVOUY PN GTEPOEION AVTIQAEYUOVAOOT PAPUOKOL.

Tavtdypovn Bepameio e LOPLO TOL ACKOVY dPACT GTN VEQPIKN POT, T.¥. SLOVPNTIKY 1| AVAGTOAEIG
Mertazpentikov Evibpov tne Ayyerotevoivng (ACE), Oa mpénetl va tifetan vto khvikd édeyyo. Oa
TPEMEL VO OTOPEVYETOL 1] TAVTOYPOVT] XOPNYNOT SVVNTIKG VEPPOTOEIKMOV PapUdK®V, KOOMS vIdpyet
avénuévog kivouvog veppikng to&ikotnras. Kabmg ta avaiodntikd edpuoko uropei va emnpedoovy
TNV AUATOGON TV VEPP®V, 1| Oeparmeia e TopevTEPIKE VYPE KOTA TN ddpKelo TG EnEUPoong
Oswpeiton 6TL pelmvel Tig TOUVES VeQPIKEC eMmAOKES Katd tn ypHon MZA®D kotd v enéufoon.
Tavtdypovn xpnomn GALDY PUCTIKOV OVGLOV OV EYOVV UeYiAov Pabiod TpwTeiviky covoeon umopsel
VO OVTOYOVIGTEL TN QPOKOEIUT WG TPOG TN GVVOEST] Kail, GUVETMG, VA, 00Ny OEL 6€ TOEIKEG
OVTIOPAGELC.

Ynepdocoroyia (cuunt@UOTO, PETPO OVTIUETDTIONC, AVTIOOTA):

e oKVAoVG NAKiog 0k efOopadmVY, KaTd TV Evapén tng Bepanciag, oe docoloyieg ioeg pe N dve
tov 25 mg/kgmuépa (5 popéc T cuvieTdpEVN 00GN) Yo TPEIS UNVES, TapatnpnOnkay ta akdlovba
CUUTTONOTA TOEIKOTNTAG: ATMAELN fApove, avopesio, AALOIDGELS TOV NTATOG (GVCCMOPELGN MTOVC),
eykepdiov (oynpatiopdg Kevotomiony), dmdekaddkTulov (EAkm) Kot Bdvatoc. e docoloyieg ioeg e 1
peyorvtepes tov 15 mg/kg/muépa (3 popég ) cvviotmdpevn 0don) yuo €L pnvec, Tapatnpnonkav
TOPOUOLD. KAVIKE GUUTTOUATE, OAAG 1 GOPapdTNTA Kot GLYVOTNTA NTOV PKPOTEPES Kot OgV
TapoVCLdcOnKay EAKN 0TO dMOEKAIAKTVAO.

2116 peréteg acpdrelog og antd Ta €idn TV {dOV, T0 KAVIKA GUUTTONOTE TOEIKOTNTOS ToV
AVTIGTPEYILA GE OPIGUEVOVG GKVDAOVG OTaV GTANATNGE 1| Bepoameia.

Xe oKOAOVG NAKiag enTd UNVOV, Katd v Evapén g Oepaneiag, o docoloyieg peyalvtepes 1 ioeg
pe 25 mg/kg/muépa (5 popég tn cuvictdpevn do0o) Yo €L punveg, mapatnphOnkay avemBounteg
EVEPYELEG OO TO YOOTPEVIEPIKO, T, EUETOG.

Agv mpaypatonomOnkoy peréteg vrepdocoroyiog oe (da nAkiog dvo tov 14 unvav.

Edv mopatnpnoiv khvikd copntodpate vrepdocoloying, TpEnel vo otapatnost 1 Oepomeio.

Acvpfoatdtntec:

Agv 1oy0el.

13. EIAIKEX [TIPO®YAAEEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX'H AAAQN YAIKQN MIOY
IMPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

Ta pdppaxo dev TPETEL VO ATOPPITTOVTOL HECH TOV ADUATOV 1] TOV OIKIOK®OV OToBANTOV

Yvppovievbeite Tov kKINviaTpd 0ag Yo TOV TPOTO ATOPPIYNG TV ¥pnoiponombéviav pappdkmy. Ta
LETPOL OVTA ATOGKOTOVV GTNV TPOGTAGIN TOL TEPPAALOVTOC.
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14, HMEPOMHNIA THX TEAEYTAIAXZ EIT'KPIZHX TOY ®YAAOY OAHT'TQN
XPHXEQX

Agmtopepeic TANPoPopieg Yo TO TOPOV KTNVINTPIKO QUPUOKEVLTIKO TPoidv dlatifevtal 6Tov dIKTLOKO
om0 Tov Evponaikod Opyaviopod @apudakov (http://www.ema.europa.eu/).

15. AAAEX ITAHPO®OPIEX

H oipoxo&iunn givar Eva pn 6tepoeldéc aviipAeypovadeg pappoko (MEAD), To omoio dpa HEC® TNG
EMAEKTIKNG OVOIGTOANG TNG 6VvOeoN TposTayrlavdvav Tov vofondeitar omd v kukhoo&vyevaon-2
(COX-2). H COX-2 givor 1 toopop®n Tov evibov mov £yl Oewpndel 611 eivar kupimg vrebovvn yia
N obvheon TPOoTAVOEISDV PLOUIGTOV TOVOL, PAEYUOVIG Kol TLUPETOD. Xe in Vitro mpocdioptopovg
0AK0D aipatog okVA®MY, 1 eipoko&iunn tapovoiace mepinov 380 opéc meplocdTEPT EMAEKTIKOTITA
vy v COX-2 évavtt g COX-1.

To poacopeva diokia Coxatab etvat yapayuéva, yuo tn d1evkdAVVGN TG aKpBodg 60coAoYing Kot
TEPLEYOLY VOPOAVUEVT] YEDGT KOTOTOLAOV, Y10, T1] SIEVKOALVGT TNE YOPNYNONE 6€ GKOAOVG.

To pacopeva diokia (25 mg 1 57 mg i 100 mg 1 225 mg) datibevrat ota akdAovba peyedn
GLOKEVAGIOG:

- Xdaptwvo kovuti Tov mepiéyet 10 diokia
- Xdaptwvo kovuti Tov mepiéyet 20 diokia
- Xdaptwvo kovuti Tov mepiéyet 30 diokia
- Xdaptwvo kovuti Tov mepiéyet 50 diokia
- Xdaptwvo kovuti mov wepiéyetl 100 diokia
- Xaptvo kovti wov mepiéyet 200 diokio

Mmropel va, unv KukAo@opodV OAEG 01 GLCKEVAGIES.
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