MEPIAHYH TOQN XAPAKTHPIZTIKOQN TOY ITIPOIONTOX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Feldene 10 mg d1acmelpdueva diokia
Feldene 20 mg d1acmelpdpeva diokio

2. TIOIOTIKH KAI IOXOTIKH XYNOEXH

o KdOe dwaomeipouevo dtokio 10 mg mepiéyet 10 mg mipo&ucaung.
o Kd0e dwaomeipouevo dtokio 20 mg mepiéyet 20 mg mipo&ucaung.

"Exdoyo ue yvoom dpdon: Aaktdln
Kda0e owomeipopevo diokio 10 mg nepiéyer 187,5 mg povoddpikng Aaxtdlng.
Kda0e owaomepouevo diokio 20 mg mepiéyet 375 mg povoidpikng Aaktolng.

Mo tov TAYpN KaTaAoYOo TV EKOOYWV, BA. Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H

Aworelpdpevo diokio.

Ta daomepopeva dokio 10 mg givor Aevkd, GTPOYYVA, LE xapayn Kot TV EVOELEn

«DEA 10» ot pia Thevpd.

Ta daomelpopeva dtokio 20 mg gival Aevkd, pe yopoyn kot Ty évoeién «®EA 20» ot pia
TAgLPAL.

4. KAINIKEX IAHPO®OPIEXZ
4.1 OgpomevTiKég £voeielg

H mpo&udpn evdeikvotal yio T COUTTOUATIKT GVaKOVQLeT TG 0oTeoapOpitidag, Tng
PEVUATOEI0VC apOPITIOAG 1 TNG OLYKVAOTOMTIKAG OTOVOVAITIONGS. AOY® TOV TPOPIA
aceoleiag ™ (PA. mapaypdaeovg 4.2, 4.3 kot 4.4), n mipo&ucaun dev amoterel Oepameio
TPAOTNG YPUUUNG OE TEPITTMOGT TOL EVOEIKVVTOL UT| GTEPOEIOES AVTIPAEYLLOVADIEC PAPUAKO
(MZAD).

H amoégaon yuo ) cvvtayoypaenon g mpoéikaung Oa tpénet vo foaciletor oty
a&10MdyNo” TOV GLVOMKOV KIvOOVmV Yo Tov kdbe acbevn Eeympiotd (PA. mapaypdpovg 4.3
Ko 4.4).

4.2 Aocoloyio Kol Tpémog yopnynons

Aocoloyia

H ovvtayoypaenon g mipo&ucaung 0o mpénet vo apyilel amod wotpoie e epmepio ot
duyvaoon kot Oepomeio acOevadvy pe QAEYLOVAOIELS 1| EKPLAICTIKEG PEVHOTIKEG VOGOUC,.

H péyiot cvvictoduevn nuepriota d6on eivar 20 mg.

Ot avemBounteg evépyeleg umopel va edayiotomotnfovv pe ™ ¥pNnon g YapnAdTepng
OTTOTELECUATIKNG OOGNG Y10l T LKPOTEPN SIAPKEL 1) OTTOL0L EIVOL ATOPALTITY Y10 TOV EAEYYO
TOV copntopdtov. To 6pelog kal 1 avoyn otn Oepameio Oa TpEnel va EKTILOVTAL LECT, O



14 nuépeg. Edv n ocuvéyion g Oepoaneiog Oempeitarl amapoaitmen, 0o mpémel va yivetal cuyvi
EMOVEKTIUNON.

Agdopévou 0tL 1 wpo&kaun xet oerybei 6TL oyetileTon pe avENUEvo Kivouvo YOoTPEVTEPIKMDY
EMTAOK®V, 1 OOV AVAYKT Y10 GLVOVAGUEVT OEPUTEID LUE YUGTPOTPOGTUTELTIKOVS
TOPAYOVTEG (7). WMOGOTPOGTOAN 1| AVOGTOAEIC OVTAING TPOTOVIWV), O TPETEL VO, EKTIUATOL
TPOGEKTIKA, E101KG 6 NAKIOUEVOLG acbeveic.

Tpdmroc yopnynong

Ta daomeipouevo dtokia Feldene duvatat vo kotamofovv oAOKAN PO Le KATO10 TOGILO VYPO
1M va. d1eAvBovv 6g TocdTNTO vEPOD ToLAAYIeToV S0 ml Kot vo Kotamoovv.

4.3 Avtevosigelg

o [oTOpIKO YOOTPEVTEPIKOD EAKOVC, Opoppayiog 1 O TpNoNG

o [GTOPIKO YOOTPEVIEPIKDY SLUTAPAYDV, Ol OTTOIEC TPOSAOETOVV Y10 CUUOPPAYIKES
dTapayéc, OTMS N EAKOING KOAiTIda, 1) vOGog Tov Crohn, o1 kapkivol Tov
YOOTPEVTIEPIKOD 1 1| EKKOATOUOTITION

o AoBeveic ne evepyd TENTIKO EAKOC, PAEYLOVAOIT YOOTPEVIEPIKY OLATOPOYNA M
YOOTPEVTEPIKT aLloppayio

o  Tavtoypovn ypnomn GArov MEZA®D, copneplouPovouévey TOV EKAEKTIKMV Y10, TNV
Kukhoo&vyevaon-2 (COX-2) MEAD kot TOV 0KETLAOGOAMKVALKOD 0EE0G G OVOAYNTIKEG
d00Elg

o Tavtoypovn ypnon avimnkTik®dv (PA. moapoypdpovg 4.4 kot 4.5)

o [oTopiKd mponyovUEVNC GOPAPTG AALEPYIKNG AVTIOPUGTC OTOIOVONTOTE TOTOV, EIOIKE
JEPUOTIKEG AVTIOPAGELS, OTIMG TO TOADUOPPO epLON LA, TO GUVIpouo Stevens-Johnson kot
N T0&IKN EMOEPUIKT VEKPOALGN

o  YmepevaroOnoio otn dpacTtikn ovcia 1 6€ KATO10 Ao TO EKS0Y0 TOV OVOPEPOVTOL GTNV
TapAypoeo 6.1, g Tponyov eV dEPUOTIKT avTidopoon (aveEapTNTOg cofapdtTag) 6TV
mpo&ikaun, o€ dGAlo MZA®D kot og GAAa edpuaxo. Ymdpyet mbavotnta
SLOGTAVPOVUEVIG EVALGONGIOG e TO AKETVAOGUAKVAIKS 0&D 1| dAAa MEAD. H
mpo&ikaun dev TPEMEL va, yopnyeital o 0o0eveig GTOVE 0TOI0VG TO AKETVAOGUAKVAIKO
0&0 1 GAAa MEAD TpoKAAEGOY CUUTTOUATO ACOUATOC, PIVIKOVG TOADTOES,
aYYELOVEVPMTIKO 01dMHa ) KVidmaon.

o Aofeveic pue cofapn apatoroyikn voco, cofapi Nmatikn | coPapt VEPPIKY| OVETOPKELL

o Xtnv kdmomn Kot T Yarovyia (1 ac@AEAELL TOV Y10 TETOLN YPNoN OEV EYEL AKOUN
dwmotwbet, PA. Tapdypoeo 4.6)

o g moudid KAT® TV 14 g1V

o Ogpoameio TOV TEPLEYYEPNTIKOD AAYOVGS, GTO TANIGLO ETEUPOCTC AOPTOGTEPAVINING
TOPAKOLYNG LE LOCYEVLOL

o YoPap1 KapSLOKT OVETAPKELQ

4.4 E101kég TPoEIdOTOM|GELS KOl TPOPVAGEEIS KOTA TN Yprion

Ot avemBOunTeg evépyeleg LmopovV va. EAaIoTomo0ohV He TN ¥p1HoN TS YOUNAOTEPNC
OTTOTELECUATIKNG OOGNG V1oL T LKPOTEPN SIAPKELR 1) OTTOolo EIvVOl amopaitnTn Yo TOV EAEYYO
TOV CVUTTOUATOV (BA. Tapdypaeo 4.2 Kol KIvdOVOLS amd TO YOUOTPEVIEPIKO KOl
KopSLOyyELoKo, TOPUKAT).

To Khvikd 6@erog KoL 1 ovoyn o TPETEL VO ETOVEKTILOVTOL TTEPLOSIKA Kot 1) Ogpomeio Oa
TPETEL VO, OLUKOTTETAL AUECH GTIV TPMTN EUPAVIOT SEPUOTIKDV AVTIOPACEMV 1| CYETIKMDV
YOGTPEVIEPIKMOV GUUPBUUATOV.



Emopaceig 610 YOGTPEVTEPIKO, KIVOUVOS YOOTPEVTEPLKOV EAKOVG, CLHOPPAYING Kol
owdTpnong

Ta MEA®, coumepriappoavouévng e Tipo&IKaung, LWTopel va TpokaAEcovy cofapd
YOOTPEVIEPIKE GUUPAUATO, TO 0TTOl0 TEPIAAUPAVOVY GAEYUOVT, arpopparyic, EAKOC Kot
S1ITPMNON TOV GTOUAYOV, TOV AETTOV KOl TOV TOYE0G EVIEPOV, TOV UIOPEL vau glvar
Bovatneopa. Avtég ot coPapég avemBounteg evépyeleg umopel va cupfolv omolodnrote
oTLYUN, UE N Y®PIC TPOEWOTOMTIKG cvuTTOMATO, o€ acbeveic vto Oepameio ue MIAD. H
Bpayeiog kot pokpdg dtapkeiog ékbeon oto MEZAD Exovv aueotepec avénuévo Kivouvo
euPaviong coPapmv yaotpevreptkav couPapdtov. H yopynon docemv pueyolvtepmv omd
20 mg nuepnoiong evéxel avéNuévo Kivouvo averiBuunToV EVEPYELDMV OO TO YUGTPEVIEPIKO
ovoTuUa. ZTotyeia omd peréteg mopatipnong vTodnAnvovy 6t 1| Tpo&ikdun UmTopet va
oyetiletal pe VYNAO Kivouvo cofapnc YOoTPEVTEPIKNG TOEIKOTNTOG GE GYECT UE GALQ
MXEA®. Otav mapovotachel yootpevteptkn apoppayio 1 eEEAkmon o€ acbeveic mov
Aappdvovy mpo&kaun, Oa pénet va, dtakonel n Oepoameia.

Acbeveig pe onNUAVTIKOVG TOPAYOVTIEG KIvOHVOL Y10 GoPapd cuUPAUOTO Ao TO

Yoo TPEVTEPIKO (OGS gival ol NAKIOUEVOL, Ol acbeveic e Kapdlayyelakn voco, ot acheveic
OV YPTNCUOTOLOVY TAVTOYPOVE, KOPTIKOGTEPOELDN], AVTIOLUOTETAAINKE QAPLOKO (OTMS
OKETVAOGUATKVALKO 0£D), KAEKTIKODC 0VOOTOAEIG emavampdoAnyng oepotovivig (SSRIs) 1
o1 000gVelg [e TPOTYOOLEVO LGTOPIKO 1] UE EVEPYN YOOTPEVIEPIKT VOGO, OTMG EEAKMON,
YOGTPEVIEPIKT QUOPPAYIO 1| PAEYUOVDOELS KATOOTAGELS) Oa mTpénet va Aapfdavouvy Bepaneia
ue mpo&kdun, uévo voTEPA 0md TPOGEKTIKN ekTiunon (BA. mapaypdeovg 4.2, 4.3 kot
TOPAKATO).

H evdeyouevn avaykn yio cuvévacuévn Bepaneio Le YOOTPOTPOSTATEVTIKOVS TOPAYOVTES
(1.%. MOOTPOGTOAN N} AVAGTOAEIS AVTAING TPWTOVIMV) B0l TPETEL VAL EKTILATOL LLE TTPOGOYN
(BA. mapdypogo 4.2).

YoPapég YOoTPEVTEPIKES EMTAOKES

Tavtomoinon atépmv VYNLOU KivoHvov

O «ivéuvog yio v avamtuén coPapdv eTTAOK®Y 0d TO YOUOTPEVIEPIKO AVEAVEL UE TNV
nikio. HAkio dvo tov 70 etov oyetiletal pe vymAo xivévvo emumhokav. H yopnynon o€
acleveig nikiog peyarvtepng tov 80 etmv O TpEmel va omopevyeTaL.

Acbeveic o1 omoiot Aappdvouv Tantdypova amd ToV GTOUTOC KOPTIKOGTEPOELDN, SSRIs 1
OVTIOUOTETOAAKOVG TUPAYOVTES, OTTMG YAUNAT 000T) AKETVAOGOAKVALKOD 0&€0G, acbeveic
OV AOUPAVOVY OAKOOA, SLATPEXOLY ALENUEVO KIVOLVO EUQAVIONG COPOPDY YOOTPEVIEPIKDV
emmlokmv (PA. mopoakdto Kot Tapdypago 4.5). Onwng kot pe Ao MEAD, n yprion ¢
TPOEIKAUNG GE GVVIVUGUO LE TPOCTATEVTIKOVE TUPAYOVTES (7., UICOTPOCTOAN 1|
avaoTOAELS avTAiog TpmToviny) Oa TPETEL vVa, EKTIUATOL 6 0LTOVE TOVG LYNAOD KIvdHVoL
acOeveic.

Ot acBeveic kat ot wtpoi Oa wpémel va, givatl og exoypOTTYNON Yo TV EUEAVICT] CNUEIDV Kot
CUUTTOUATOV YOOTPEVIEPIKOD EAKOVG KON apoppayiog katd tn didpkela te Oepaneiog pe
mpokaun. Oa mpémel va {nreitol and Toug acheveic va avapéPovy 0TOI00NTOTE VEO N
acHvnOec Kothakd cOUTTOWU KaTd T o1apkela g Oepomeiog. Eqv katd tn didpkeia tng
Oepameiog VITAPYEL LITOYIO YOOTPEVIEPIKNG EMTAOKNC, 1| Tposikaun 0o mpénet va
drokomTeTol apéoms katl va e€etdletot To evogyOUEVO EMmPOcOeETNC KAVIKNG a&loAdyNnong
kot Oepameiog.

Hrotwkég emopacerg

H mpoukdun evoéyetar va, mpokaréast Bavatneopo nratitida kot iktepo. [Tapd to yeyovog
OTL 01 AVTIOPACELS OVTEG EIVOL OTAVIES, EAV O1 [T1] PUGLOAOYIKES TULES TOV SOKIUACIDV TNG
NTATIKNAG AELTOVPYIOGC EUUEVOLV 1] EXOEIVAOVOVTOL, EAV ELPAVIGTOVY KMVIKG onueio Kot



oLoUTTOUOTE TOV GYETIOVTOL IE NTOTIKTY VOGO 1 €AV EUPOVIGTODY GUGTNUATIKEC EKONADGELS
(m.x. n@owoeiria, eEavOnua KTd), N Tpo&ikdun TPETEL v S1UKOTTETAL.

AEPRATIKES UVTIOPACELS

YoPapéc depUATIKEG OVTIOPAGELS, LEPIKEC OO TIC OTOlES Eiyav ¢ amoTédeoua To Odvaro,
OV TTEPIAAUPAVOVY T QUPLOKEVTIKT OVTIOPUOT) LLE NOCIVOPIALN KOl GLCTNUOTIKG
ocvpntopata (cvvopopo DRESS), v amopoldwtikn deppatitida, To cOvdpouo Stevens-
Johnson kot tnv To&ikn emdeputkn vekpdivom, £xovv avapepbel ToAd omdvia 6€ GYEN UE T
ypion Tov MEA®, cuumepirappavouévng g mpoéikaung (PA. mapdypago 4.8). Ztoiysio
a0 HUEAETEC TAPOTNPTONG VTOJEIKVOOVY OTL | Tipo&ikdun umopei va oyetiletan pe
VYNAOTEPO KIVOLVO Y10 EUPAVICT) GOPUPDOY SEPLUTIKMY OVTIOPACE®DY GE GYECT| LLE GANDL
MXEA®, ta omoia dgv eivan o&ikdpec. Daivetal 0Tt ot acbeveic dotpéyovy LYNAOTEPO
KIVOUVO Y10 EUPAVIOT) TETOLMV AVTIOPAGE®Y GTNV apyn TG Depamneiag, pe tnv Evapén g
avtidpaong va Aapupdvel ydpa, 6TV TAELOVOTNTO TOV TEPIMTOCEDY, LEGH GTOV TPOTO UVA
Oepaneioc. H yopriiynon g mpoukdung 0o mpémel va S10KOTTETOL UE TV TPMTY EULPAVION
deppotikon e&ovOnquatog, PAAPNC Tov PAevvoydvov 1 0ToloVdNTOTE GALOL GTUEIOV
vepevatstnoiog.

"Exovv avagpepbei tepiotatikd otabepod apuakevtikov eEavinuartog (FDE) and ™ Aqyn
mpoikaung. Aev Oa Tpémel va yiveton emavévapén aywyng pe mpo&ikaun o€ acbeveic e
otopikd FDE mov oyetiletar pe v mpo&ikdun. Evoéyeton va mapovctlootel mbavn
dlooTopodUEVT] OVTIOpaoT e dALeC o&ukapes.

Ynéptaon

Onwg 6Aa ta MEAD, £T01 Ko 1) TPOEIKAUN LWTOPEL VoL 00N YNGEL GTNV EUEAVIGT] VTEPTUCTC T
oTNV EMOEIVOGT TPOVTAPYOVGAG VILEPTOOTG Kot Kabepio amd TIG KOTAGTAGEIS 0VTEG UITOPEl
va GUUPBAAEL TNV ADENGT] TG GLYVOTNTOC ELPAVIOT|S KOPlayyEloK®Y cvuPapdtov. Ta
MXEA®, copmeprrapfavouévng g mpolikdunc, 0o TpEmel va ¥pNGIYLOTOIOVVTOL IE TPOGOYN
o€ acbeveig ue véptaon. H apmpilaxn wicon Oa mpénel va mapakorlovbeitarl 6teva Kotd tnv
évapén g Bepameiog pe mpo&ikaun kot kad’ 6An  didpkela g Oepaneiog.

Kopowryyelokég Kot ayyelokés eYKeQUMKES EMOPACELS

Amarteital N oot TapakolobOnon Kot 1 wapoy GVUPOVAGY e oOEVELS e 1GTOPIKO
VIEPTAOTG KOUT HE EAAPPA £DC LETPLO GUUPOPTTIKT KAPILOKT OVETAPKELD, KAOMG EXEL
avagepOel KOTaKpATNoN LYPOV Kol 010N o o€ GuVOLOCoUO pe Oepameio ue MZAD.

Agdopéva amd KAVIKEG OOKLUES KOl ETLOTLOAOYIKEC LEAETEG DITOSEIKVDOVV OTL 1) ¥PNOT
ueptk@v MEAD (101K o€ VYNAEG BOGEIC Kol GE PakpoypoOvieg Oepameieg) pumopel va
ocvoyetiletor pe pia pikpn aHéENom tov Kvdvvou yio ELPAVIoT| Kapdloyyelokdv Opopupfotikmdy
apTNPIK®OV GVUBAUATOV (Y10, TOPASELY UM, ELPPUYLLO, TOV LLOKOPIIOD 1 EYKEPUAKO
€nel06010), ta omoia pmopel vo eivar Bovatneopa. H oyetikn avénon avtod tov Kivohvov
enpavifeton va givarl mopopola o 0cbeveis pe N xopig yvootn Kapdiayyelokn voco 1 L
TOPAYOVTEG KIVODVOD Y1 KapSLoyyelokd voofuota. 261060, o1 0c0eVEIG e YVOOT
KOPOLOYYELOKT] VOGO 1 LE TaPAyoVTEC KIVOUVOL Y10, KOpO1oyYELOK(G VOGTLOTO, LWITOPEL VaL
Bpiokovtol og peyaAdtePo Kivouvo, 660V apopd tnv amdivn enintoon eattiog g
avénuévng enintoong kota v Evapén g Oepaneiog. o va glayiotorondel o duvnTikdg
KIvoLvog Y10, kKopdlayyelokég avemiBounteg evépyeleg otovg aobeveic mov Aaupdvouy
TPOEIKAUTY, O TPETEL VA, YPTCLULOTOIEITOL 1] YOUNAOTEPT] ATOTEAEGUATIKT dOGT Y10, TNV TAEOV
pukpn| dudpxeta Oepaneiag. Ot oTpoi kot o1 acbeveic Oo Tpémetl va elvar TPOETOYLAGUEVOL Yia!
TNV EUEAVICT] TETOLOV EVEPYELDV, GKOLUO KOl ATOVGIN TPOTYOVUEV®Y KAPOLOYYELLKDV
ocvpntopdtov. Ot acbeveic Oo Tpémel vo TPOEIBOTOIOVVTOL GYETIKA LE TO GTUELN KoM
CUUTTOUOTO TNG GOPAPNG KOPIAYYEIOKNE TOEIKOTNTAG KOl GYETIKA LE TO TL TPETEL VO KAVOUV



o€ TEPIMTO®ON TOL EUPOVIGOOVY. YTTApYOLV averapKeic TANPOQPOpies Yio Vo amokAelchel Evag
TETO10¢ KIVOLVOG Y10 TV TPOEIKALT.

Acbeveic ue un pubuiouévn vaEPTAGT), GLUPOPNTIKY KOPIIOKT AVETAPKELN, EYKUTEGTILEVT
LGYOLUIKT] KOPOLOKT VOGO, TEPLPEPIKT APTNPLUKT VOGO KA/ 0yYELOKT EYKEQUMKT VOGO Oa
npénel vo, vtoPAn0odv oe Oepameia pe mpolikdun uoévo petd omd TpoceKTIKn Bedpnon Tov
0éuatoc. [Mapduola Oedpnon Oo Tpémel va yivetal pty v Evapén peyaldtepng S1dpKeLOC
Oepomeiog o€ acheveic e mapdyovteg KivoOVov yia eUQAvIoT kKapdloyyelakng acévetag (mt.y.
VIEPTAOT), VIEPAITIOAIN, CUKYAPOING SLoPTNG, KATVIGHO).

Neg@pwkéc emopdosig

Ye onaviec tepmtdcelg o MEAD umopei va TpoKaAEGOVV SLAUEST] VEQPITIOA,
OTELPALOTOVEPPITISN, ONAoedN VEKpoT Kol veppmaikd cuvdpouo. Ta MEAD avactéddovy
TN 6OVOEST] TV VEPPIKMOV TPOCTUYAOVIV®Y, 01 0Ttoieg vTofonbovv tn drathpnon g
QLATOONG TOV VEPP®V 6€ a60eVEIC 6TOVG 0TOI0VG 1 VEPPIKT POT| OIUATOS KOl O OYKOG TOV
aipartog &yovv puelmbel. Xtovg acbeveic avtovg n yopnynon MEAD uropei vo, TpokaAécet
EULPAVT VEQPIKN aVETAPKELD, TNV 0TTOi0 KOTA KOvOVa 0KOAOVOEL 0mOKATAGTOOT GTO TTPO TNG
Oepomeiog 6Tad10, petd ) dwukont g Oepaneiag ue MEAD. AcBeveig pe avénuévo Kivévvo
EUPaVIoNG TETOL0G AVTIOPOOTG Elval 0L TOL TOV TAPOVGLALOVY GVUPOPTTIKY KAPOLOKT|
QVETAPKELD, KIPpPp®MGN TOL NAATOC, VEQPPOGIKO cOVOPOLO Kot ELpavn vepporddeia. Ot
acOeveig avtol Oa mpémel va mapoakolovbovvTol e TPOoGoyN KOTA TN SIEPKELR TNS AYNGC
MZA®.

Amarteitor mpocoyn katd v Evapén g Oepamneiog pe mposikaun oe acbeveic ue cofopn
aQLOAT®GN. ZuVicTdTol ETiong TPOSoyN o€ acbeveic pe veppikn voco (PA. mapdypoo 4.3).

Abdy® TG EKTETOUEVIC VEQPIKNG OTEKKPIONG TNE TPOEIKAUNG KOl TV TPOIOVI®OV
Bropetacynuotiopod g, 0o Tpémet va e€etdleTon T0 evOgXOUEVO YOUNAOTEP®Y OOGEDY GE
acleveig pe ennpeacpévn veepikn Asttovpyio kot Oo Tpénet o1 acbeveic avtoi va
mopokoiovbovvtor otevd (PA. Topaypdpovg 4.3 kat 5.2).

Kotakpatnon vypaov kou oidnpa

Onog Kot pe GAAL PAPUAKO TOL 0VAGTEALOVY T GUVOEST TNG TPOGTUYAUVOIVIG, £X0VV
mapotnpnOel kataxpdtnon VYPOV Kot 0idNuUa 6€ pepikovs acbeveic mov Aappdvouy MEAD,
ovumepthappavouévng g mpoéikdunc. Erouévog, n mipo&ucaun 0o npénel va
YPNOULOTOLEITAL LLE TTPOGOYN GE AGOEVEIC [IE EXNPEAGUEVT KOPOLOKT AEITOVPYIN Kot AAAES
KOTAGTACELS TOVL TPOdLOOETOVY GE KATAKPATNGN VYPDOV | EXOEWVOVOVTOL 0td ovTr. AcOeveig
UE TPOHTAPYOVOH GLUPOPNTIKT KAPSLOKT OVETAPKELX 1) LITEPTOOT Oa TPEMEL VO
TopoKoAOVOOVVTOL GTEVA.

O¢@0aipkég emopacelg

AOY® T0V O0TL Eovv avapephel avemBouNTEG AVTIOPAGEIC 0O TOLS OPOAAUOVG KOTA TN
ypion MZA®D, cuvietdral ot acbeveic mov Tapovelalovy 0EOUAUIKE EVOYALATO KOTA TN
dudpketla g Bepamneiog pe mpolikdun vo vrofdirovial oe opOaiporoyikn e€étaon.

Atopa pe avenopkn petafoiiond Tov vrootpopdrov tov CYP2C9

Y1ov¢ 060gvelg Yio TOVG 0moiovg Eival YVOGOTO 1 VTAPYEL LITOYIN Y10 OVETOPKN UETABOAOUO
CYP2C9, Bdaoet 1otopikod/aponyoduevng eumelpiog pe aiia vrootpodpota tov CYP2C9, n
yopnynon mpo&ucaung Oa Tpémet vo yivetat Pe mpocoyn], Kabmg eVOEXETAL VO, ELPAVIGOVV U
(QVOIO0A0YIKE VYNAG emtinedo. oTo TAGCUA, AMOY® HElOUEVNC HeTaPoAkng kKaBapong (BA.
mopdypoeo 5.2).

Xp1non pe a6 TOV GTORATOS UVTIINKTIKG



H tovtoypovn yprion MZA®, coumepiiapfovouévng e mipoEkaung, e amd Tov
OTOUOTOG OVTITNKTIKE 00EAVEL TOV KIVOUVO TNG YOOTPEVTEPIKNG KUL 1N YUGTPEVTEPIKNG
alpoppayioag kot Oa Tpénet vo amopedyetal. To amd TOV GTOUOTOC OVTUITNKTIKG
ocvumepthappdvouy tn Bapeapiv/Kovpapivikod TOHTOL AVIITNKTIKA KOl T0 VEOL TOHTOV
07t0 TOV GTOUNTOC OVTITNKTIKA (7). omEapumdyvn, vioumtykatpdavn, pipapoéaundvn). H
avtnktikn eniopact)/INR (d1ebvic kavovikomomuévog Adyog) Oa mpémet va
nmopokoiovdeital otovg acbeveic mov Aaupdavouy Papeopivn/KOvUaPIVIKOD TOTOL
avTnkTikd (PA. Topaypdeovg 4.3 kat 4.5).

Ipocoyn ot yopfynon

Onog kot pe ta dAia MEAD, 10 QApLOKO TPETEL VO YOPTYELTAL GE UEIMUEVT dOCT GE
acOeveic e xpovia VEQPIKN avemdpKeln, 6 00OEVEIS LUE OTUAVTIKT EKTTOGCT TNG KOPIIOKNC
Aertovpyiog, o aobevelg pe véptaon Tov AaUPAvoVY d1oVPNTIKA, GE ACOEVEIS LLE NTOTIKT
dvorettovpyia kot o€ acbeveic e cvoTnUATIKO £pVONUATOON AVKO.

Agdopévou 0t1 ot NAkiopévol acBeveic eaivetar 60TL Tapovotdlovv avénuévo Kivouvo
eUPaviong avemBOuNTOV gvepyEldV amo T ypnon MEAD kot dedouévov, eniong, 6Tt ot
NAMKopévot, advvartol kot eEacevnuévol acbeveig avéyovtal SuGKOANTEPA TIG AVETIOVUNTES
EVEPYELEC OO TO YUGTPEVTIEPIKO GVGTNUA, TPETEL VA, AUUPAVETOL VT’ OYLV TO EVOEXOUEVO
YOPNYNONG LKPOTEPNG OPYLIKNG dOCTG TOV PAPUAKOL 0td TN cLvhOn, 1 omoia owEaveTat
epooov dev mapotnpnoel fertinon TOV CUUTTOUATOV.

Ot acBeveic avtoi Tpémel va mopokolovdodvTol Ue TPocoyn. e LOKpOXPOVIA YopIyNon
ypelaleTal Kot S10OTHLOTO OUATOAOYIKOG KOt Bloyn ko EAeyyog Tov a.c0evong.

"Exdoya
To Feldene nepiéyetl Aaktoln.

Ot acBeveic pe omdvia kKAnpovopkd TpopAnuata dvcaveéiog otn yoroktoln, TAnpm
OVETAPKELN AOKTAOTG 1] KOKT amoppoenomn YAVKOLNG-yahaktolng dev Tpémel va Thpovv antd
TO QAPLLOKO.

To Feldene nepiéyet Ayodtepo amd 1 mmol vatpiov (23 mg) avd dacmepduevo dickio. Ot
acOeveic mov akoAovBobv diartec pe YauUnAn TpOSANYN vatpiov umwopody va, eviuepmbovy
OTL TO PAPUAKELTIKO TTPOIOV EIVOL OVCIUGTIKA «EAEVOEPO VATPIOLY.

4.5 AMAemOpaoEls pe GALO QUPUOKEVTIKG TPOTOVTO KUl GALES NOPOES
arnreniopaong

AKETVAOGOMKVAIKO 0EL Kot GAAa MYAD:

H mpo&udun, énwg kot aiia MEAD, LEIDOVEL T GLGCMPEVCT) AUOTETAMMOV KOL TOPATEIVEL
Tov xpdvo méng. H cuykekpipévn enidpacn mpénet va Anedei v’ dyiv katd tov kabopiopd
TV ¥pOveV THENC.

Onog kot pe aAda MEAD, 1 ypiomn g mpo&ikdung pnoll pe akeTVAOGUAKVAIKSO 00 1 N
TavTdYpOVN XpNoT He Ao MZAD, counepthauPavouévmy GAA®Y QOPUOKOTEXVIKMDV
LOPPOV NG TpoEkaung, Oa mpénet vo amopedyetal, kabmg ta dedopuéva dev eivar emapk
TPOKEWEVOD va detyOel Tl TETO101 GLUVOVACLOL 00T YOVV G peyoAvTeEPN PeAtimon e oyéon
LE QLT TOV EMTVYYAVETOL e TNV Tpo&ikaun wovn te. EmmAéov, n mbavomra yio
avemBounteg evépyeleg evioyvetol (BA. mapdypago 4.4).

Meléteg og avOpmmovg Exovv dgiéel OTL 1 TOTOYPOVN YPNOT TNG TPOEIKAUNG KOl TOV
OKETVAOGOATKVAIKOD 0EE0C ELDMVEL TN GLYKEVTP®GT TNE TPOEIKAUNG OTO TAAGLO TEPITOV
oto 80% g ovviBovg TG,



H mpo&udpun mapeppaivel 6Ty ovIlapomeToAok OpaoT Tov aKETVAOGOAKVAIKOD 0EE0C
o€ YOUNAY 066N Kot £To1 puopel va mapepfaivel oty Tpo@uAaktikny Oepamneio Tov
OKETVAOCUATKVALKOD 0EE0G TNV KOPOLoYYELOKT VOGO.

XoAgotupopivn:

"Exetl anoderyOei 611 1 yoreatvpapivn evioybel TNV amd TOV GTOUOTOC KAOUPOT KOl LELDVEL
Tov ypdvo nulong g mipo&ikauns. Ilpoxeipévou va peiwbei avth n aAlnieniopacn ivor
@pOVILO Vo yopnyeitar 1 Tpo&ikaun TOVAGYIGTOV 2 MPEC TPV N 6 DPES LETA TN
YorEGTUPOUIVY.

Koptikootepoeidn:
AvEnuévog Kivouvog Yoo TpevTEPIKOD EAKOVE N alpoppayiag (BA. Tapdypago 4.4).

AVTIKTIKA:

Ta MEA®, coumepriapfoavouévng e TpoEIKaung, LWTopEl va VoGOV TIG OPUCELS TMV
AVTIINKTIKOV, 6meg 1 Papeapivn. Emopévac, n xprion g mpolikdung tavtdypova, pe
AVTIINKTIKG, OTT®G 1 Papeapiv, Oo Tpémnel va amopedyetat (PA. mapdypoeo 4.3).

AvtiaporetoMakoi Tapdyovteg kot SSRIs:
Avénuévog kivouvog yooTpevtepikng alpoppayiog (BA. mapdypago 4.4).

AvTmeptootkd, cupureptAapfovouévev ToV S10VPNTIKAV, TOV OVOGTOAE®V TOL
petatpentikov eviduov e ayyeotacivng (MEA), tov aviayevietdv e ayyelotacivng 11
(AIIA) ko1 TV B-0m0KAEIGTOV:

To MEZA® pmopel va TPOKOAEGOVY KOTAKPATNON VATPIon, KOAIOV Kot DO0TOC Ko, MG €K
TOVTOL, UTOPEL VO LEIDGOLY TNV ATOTELECUATIKOTN T TOV SIOVPNTIKMDV KOl GAADV
QVTITEPTACIKDV POPUAK®V, cuUTEPIAAUPAVOUEVOY TV avaoToléwVv Tov MEA, tov
avtayovieTov g ayyslotacivng I (AITA) kot tov f-anokieictdv. Ot ev AMOy® 1010TNTEC
wpénel vo AapPavovtat v’ Oy ot Oepamneio acbevav e datapoyEs KopOloKng
Aertovpyiog N vEEPTOoT, 6€d0UEVOL OTL UTopEl va. givartl vTevBuveg ylo TNV emdeivaon
TOPOLOI®V KOTAGTACEWDV.

Y& aoBeveig pe ennpeacuévn vEPPIKn Agttovpyia (1T.). apLdoTOUEVOLS acbeveic n)
NMKIOUEVOVE 00OEVELG e KATEGTUAUEVT VEQPIKT AEITOLPYIN), | GLYYXOPNYNOT EVOG
avactoréa Tov MEA 1 evog AITA kaun dtovpntik®dv pall pe évav avactoréa g
KUKA00EVYEVAGOTC UTOPEL VO ETOEIVDGEL TEPLOCOTEPO T VEQPIKN AELTOLPYid,
cvumepthapPavouévng g mlavotnTag 0EElag VEQPIKNG OVETAPKELNG, 1 omoia glval cuvhBmC
avaotpéyiun. Xe acbeveic mov Aappdvouv mpoikaun pali pue évav avactoréa tov MEA 1
évav AlIA koun dtovpnTiKd, TPETEL VO AUUBAVETOL VT OYLV TO EVOEYOUEVO EUPAVIOTC QVTOV
TV aAnAenidpdoewv. Emouévmg, n cuyyopniynomn avtov Tov QupuaKoy TPETEL YIVETAL UE
TPOGOYN, 0laitePa 0TOVE NMKIOUEVOVS aobeveis. Ot aobeveic mpémet vo eival ETaPK®S
EVLOOTOUEVOL KO TTPETEL Vo a&loAOYEITOL 1 aVAYKT TOPaKOAOVONONG TG VEPPIKNG
Aertovpyiag Katd tnv Evapén g cuyyopnyoduevng Bepameiag Ko, KOTOTY, 6€ TUKTA
dlotnuaTa.

Avtio&wa:
Tavtdypovn xopnynon pe avtio&iva eapuaKe 0V giye ETIOPOOT) OTIC GUYKEVIPOOELS TG
TPOEIKAUNG OTO TAAGLA.

Kopdiaxég yAvkoaoideg (dryo&ivn kar dryrtoivn):
Ta MEA® pmopel va eMOEVOGOVY TNV KOPIIOKN AVETAPKELN, VO, LEIDGOLV TOV puOuod
OTEPALOTIKNG O1NONoNG Kot va, avéReovy Ta enineda yAVKoGidmv 610 TAdoua. H




TaVTOYPOVY XOPNYNON TPOEIKAUNG Ko dryo&ivng 1 drytto&ivig dev TPoKAAESE UeEImOT TV
OLYKEVIPOGEWDV TNG TPOEIKAUNG 6TO TAUCUA 1] KOVEVOS OO T TOPUTAVED QOPLLOKOL.

AiB1o kot dALol Tapdyovteg mOV SECUELOVTOL OO TIC TPAOTEIVES TOL TAAGLOTOC:

H mpoidun deouevetal oe peyaho T0600TO 0o TIC TPMTEIVEG TOV TAAGLOTOC Kol MG €K
ToUTOoL B0l avapeVOTaY Vo ovTIKAOIGTA GALN PAPLLOKE, TTOV JEGUEVOVTOL OTTO TIC TPMTEIVES. O
TpOG mpémeL Vo TopakoAovdel e Tpocoyn toug acbeveic yio mlavny aAlayn g doomg o8
TAVTOYPOVI XOPNYNON TNG TPOEIKAUNG e AAN, EVTOVO, OEGEVOUEVA OO TIC TPMTEIVEG TOV
TAAGUOTOS, PAPUOKO KoL IOL0HTEPO OTOV YOPNYEITOL TOVTOXPOVA GE LEYAAES OOGEIC UE
KOVUOPIVIKOD TOTOV avTImnKTikd (Bapeapivn) kot De@pntikdg pe GOLAPOVVAOLPIES,
voavtoiveg 1 covipovapidec. Ta MEAD, copmepthapfavouévng g mpolikdung, £xet
avagepbei 6T aEAVvouV TIG GLYKEVTPMOGELS TOVL ABiov 6To TAdoU 6T GTadEpoTOMUEYT
KOTAOTOOT). ZVVIGTATOL VO, TopakoAovBohvtal Ta enimeda Tov ABiov 610 TAGGHO UETE 0md
évapén g Oepameiog pe mpo&ikaun, Tpocapuoyn TV 60GEMVY 1| S10KOTN TNG XOPYNONG TNG
TPOEKAUNG.

Zendivn:
Ta amoteréopota 600 aveEapTNTOV LEAETOV VTOSEIKVOOLY OTL LITAPYEL HioL pKpT| ovénon

NG amoppOENGNC TNG TPOEIKAUNG UETE TN YOPNYNOT CUETIOIVIG, AALGL eV TapaTPOVVTOL
OMNUOAVTIKEC LETAPOAEC GTIG TOPAUETPOVS TTOL APOPOVY GTNV OTTOPOAN TOL PAPUAKOV ATTd TOV
opyavicpd. H yopniynon g ciuetidivng avédvel v meployn mov teptiAapPavetol KOTm and
TNV KAUTOAN ovuykevip®@oeVv g mpo&ucdpuns (AUCo-120 opsg) KO T1 Crmax TNG TPOEIKAUNG
nepimov katd 13-15%. Ot otabepéc Tov puOLOL amoPoANg Kat 0 ¥pOVOS NL®NG TOV
QOPUAKOD OeV TTAPOLGIALOVY CNUAVTIKES O10POPES.

H pwcpn|, odhd onuavtikn, adénon g amoppoenong g wpo&ikaung sivor anibavo va £xet
KAMVIKT onpaocia.

MeBotpe&dn:

Otav 1 puebotpelat yopnyeitar tavtdypova e MEAD, counepiiapfovouévng g
Tpo&kaunc, o MEAD evoéyetal va, LEI®GovY TV amoudkpuven g pebotpeEdng, pe
amotéleoua TV oéNon Tev emmédwv ¢ pebotpeldc oto TAdoua. ZuVIGTAUTOL TPOGOYT,
Wuitepa otovg acbeveic mov Aaufavovv vyniég ddceig puebotpedtng.

Kvkhoomopivn, Takpoiuove:
[MBavodg avénuévog kivovvog veppotolikdtntog, 6tav yopnyovviat MEAD uali pe
KUKAOGTOPivN 1 TAKPOALOVG.

Kwohdvec:
[Mbavmdg avénpévog Kivouvog cTacumy.

Mupenpiotdvn:
To MEA® pmopel vo UTAOKOVY GTOV EXAYOUEVO UNYOVIOUO SLOKOTTNG TG KOT|ONG,.

4.6 T'ovipétnTo, KONON KO Yolovyio
Kinon

H avactoin g obveonc Tov mposTayAavotvdy eVOEYETOL VA, EXNPEAGEL SVGUEVDS TNV
EYKLLOGVVN KoM TNV EUPPLIKT avaTTuén. Acdouéva omd emONUIOAOYIKEG LEAETEC
VTOINADVOVY aENUEVO KIVOUVO amooANc, Kopdlakng SUGTANGIOG Kol YOOTPOGYLOTIOG LETA
TN ¥PNoM VOGS avaoTOAEN GOVOECTC TPOSTAYAAVIVAV GTU TPMILO, GTASIO TNE EYKVUOGVVNG.
O amdAvTOg Kivouvog Yo Kopdtayyelakn dveriacio avéndnke amd Aydtepo amd 1% oe
nepinov 1,5%. Oswpeitan 611 0 Kivovvog ov&dvetar pe T 3601 Kat T SIEPKEL TNG



Oepameioc. Xe {oa, N YopYNoN EVOG avacTOAEN GVUVOEGNC TPOGTAYAUVOIVAVY €xEL amodelydel
OTL 00Myel o€ ALENUEVN ATTOAELN TOV EUPVTEDUOTOC TPV KO UETE, TNV EUPVTELGON KOl GE
euPpvuikn Ovnrotra. Emmhéov, £xovv avapeplel avénuévo, mePLETATIKA dLapOpmV
SVGTANGLOV, GUUTEPIAAUPBAVOUEVOV TOV KopdlayyElaK®Y, o€ (da Tov Elafav avacTtoréa
obvOeoNC TPOOTAYAUVIIVAOVY KATA TNV TTEPI0d0 opyavoyéveons. Amo tnv 201 efdoudda tng
KOnong Kot uetd, n xpnon tov MEAD evoéyetar vo tpokarécel oAryoidpauvio e&attiog g
VEPPIKNG SLGAELTOVPYIOG TOV gUPPVOV. AVTO gvdéyeTal va GUUPEL 6 GOVTONO XPOVIKO
dtotnuo, puetd v Evapén g Bepomeiog kat eivarl cuVHOOC OVAGTPEYILO LE TN JLKOTN TNC.
Emumpocbitmg, éxel avapepbel otévmon tov aptnplokol mopov Uetd and ) Oepaneia 6to
dgvtepo Tpiunvo, n omoia amokadictoton wg ent To TAgioTOV HETA TN drakomn ¢ Oepameiag.
Emopévmg, Kotd T S1dpKELN TOV TPMTOL KoL TOL SEVTEPOV TPLUIVOL TNG EYKVHOGHVNG, TO
Feldene dev mpémet vo yopnysitan ektdg €dv givarl cagac amapaitnto. Edv to Feldene
YPNOLoTOLELTAL 0d Uia, yovaike tov Tpoctadel va GUALAPEL 1} KOTA TO TPDTO Kot dEHLTEPO
TPIUNVO TNG EYKLHOCHVNG, 1) 6001 Oa Tpémel va, datnpeitatl 0G0 T0 SLVOTOV YOUUNAOTEPT KoL
N dudpkela g Oepameiag va gival 660 To dSuvaTOV GUVTOUATEPT).

O mpoyevVNTIKOC EAEYYOC Y10, OAYODIPAUVIO KOl GTEVMOGT TOV aPTNPLIKOD TOPOL TPETEL VAL
Aappdvetar v’ oy petd amd v ékbeon oe MIAD vy apketéc nuépeg omd v 201
efdoudda g xomong kot petd. To Feldene Qo mpémel vo SoKOTTETOL GE TEPIMTOGN TOL
EUPAVICTEL OAYOLOPAUVIO T GTEVOOT] TOV QPTNPLOKOD TOPOL.

Kotd ™ didpkela Tov Tpitov Tpunvou e EYKVUOGUVIG, OAOL Ol AVOGTOAEIS TNG
ovvheonc TpooTayAavovay pumopel va ekfécouy,

T0 éuPpuo ce:

- KOPSLOTTVELOVIKT TOEIKOTNTA (LE TPDOULN OTEVOGT)/GUYKAEIOT) TOV OPTNPLKOD TOPOL
KOl TVEDLLOVIKT] VTTEPTOCT),

- VEQPIKN ducAettovpyia, 1 omoia pwwopel va eEehMybel o€ vEQPIKT AVETAPKELD LUE
oAtyobdpapvioon (PA. mapomdvm),

TN UNTEPX KOl TO VEOYVO, GTO TEAOC TNG EYKLUOGVVIG, GE:

- oy TAPATUGT) TOL YPOVOL ALLOPPAYING, LU0 OPACT) KOTA TG GVCCHPEVGNG TOV
UTopEl Vo EUPUVICTEL aKOUN Kot 6€ TOAD YOUNAES OOGELS,

- OVO.OTOAT TV GLGTACEMY TNG UATPUG HE ATOTELEGUA KAOVGTEPTUEVO 1| TAPATETAUEVO
TOKETO.

OnAacpog

H moapovoia g mpo&ikaunc 6to untpikd yoro £xel pedetn0el katd T d1dpKeLo TG UPYIKNG,
KaOdC Kot TNG LOKPOYPOVIAG XOPNYNOTNS TOL Qopurakov (52 nuépeg). H mpo&ikdun
avevpétnke 6to UNTPIKO YA, 6 cLYKEVTpOT epimov 1% £wc 3% g cLYKEVTIPOONG TNG
070 TAAGHO TG UNTéPOC. Agv mapotnpndnke adpoion g TPOEIKAUNG OTO YAAN GE GYECT e
TIC GVYKEVIPMOOELS TNG OTO TAAGHO KOTA TN didpkela ¢ Oepameiag. Avtevdeikvutal 1) xpnon
¢ mpoikdunc oe InAalovoec untépeg, Kabmg dev Exel amoderydel 1 KMVIKY AGQAAELR TNG.

Tovoéma

Me Bdomn tov unyavicpo dpacng Toug, N xpnon tov MEAD, cuurnepriopupavoudvng tng
TPoEIKauUNG, evoéyetol va kabvatepnoet 1§ va eumodicel ) pén tov wobviaxiov, To omoio
0€ OPIGUEVEG YUVOIKEG £YEL GVOYETIOOEL e AVAGTPEYIUT GTELPOTNTO. L€ YVVAIKES TOV
mopovctalovy duckoiieg ot cOAANYM 1 Bpickovial vd diepevvnon voyoviudTnTag, Ha
npénel vo eetaletar ) dtokom Tov MEAD®, coumepiapfoavouévng e Tipoikaung.

4.7 EmMOpAcels 6Ty IKOvOTTA 001]YN01G KO YEPLOROD UNYAVILATOV



AvemBdunteg emdpdoelg, OT®S iAryyog, vvniio, KOOPACT Kot OTTIKEG SLUTOPAYES ElvaL
mhovEG uetd tn Aqyn MZA®. Edv epgaviotodv autég ol emdpdoeic, ol acbeveic dev Oa
TPETEL VO, 00N YNOOVV 1/KOL VOL YELPIGTOVY LYV LLOTOL

4.8 AvemOounTES EVEPYELES

H mpo&udun eivar katd kavova Kardg avekt. Ot yooTpeviepikég datapoyés eivat ot TAEov
ovvnOiopéveg amod TIC avemBOUNTEG EVEPYEIEC. AVTIKEWEVIKES EKTIUNOGELC TNG EULPAVIGTC TOV
YOOTPIKOV BAEVVOYOVOL KOl TNG OMOAELNG AILOTOC 0TO TO YOUOTPEVIEPIKO GVOTNUA ATEdEIENY
ot 1 yopNynon 20 mg mpoEkaung nuepnoing, eedmas 1 o€ dSNpNUEVEC dOGELS, £XEL TOAD
uikpdtepT £pebioTikn dpaon 610 YUoTPEVTEPIKO PAEVVOYOVO 0l EKEIVI TOV
OKETVAOCUAIKVAIKOD 0&E0c. EmumAéov, oldnua, vaépTaoT Kot KOPOLoKT AVETAPKELD, EYOVV
avapepbei oe oyéon pe ) Oepoameio pe MEAD 1 pe COX-2 avacTtoAeic.

Ta mopoakdto coppdpata xovv avapepbel oe acbeveig mov Aaupdavouv mwipo&ikaun:
[Katdtaén avemiBountov evepyeldmv e BAcn T cuyvoTtnTo ELPAVIONG TOVG 6€ 0eOeVEIG:
IToAv ovyvég >21/10, cuyvéc 21/100 g <1/10, dy cuyvég >1/1.000 £mg <1/100, omdvieg
>1/10.000 éw¢ <1/1.000, woAd omdviec <1/10.000, un yvootig cuyvotntog (dev umopel va
extyunOei pe Pdon ta dwwbéoua dedouéva)|



Katnyopia/opyaviké | IIord ovyvég Xoyvég Oy ovyvég Xaavieg oAb omévieg Mn yvootic
cUGTNLO COPPOVA. ovyvoTNTOg
pe To MedDRA
Awtoapayéc Tov AmlooTikn avotpio
ULLOTTOUTIKOD KoL AyoAvtikn avoipio
TOL AEPPLKOD Avapia
GVLOTNNOTOS Hoocwoeiiia
Agvkomevia
®poufonevia
Awtapayéc Tov Avaevro&io
UVOGOTOUTIKOV Opovooia
GVLOTNNOTOS
Awtapayéc Tov Avope&ia Yrepyloxopio
petofoiopod kou YroyAvkaipio
™mg Opéyng Koartaxpdtmon vypodv
Yoyotpikég Kotabiwym
owuTapayés Mn @uGloAoYIKA
ovelpa
YevdarcOnoeig
Avnvia
Nonrtikr| 60yyvon
MetaPoréc 61a0eomC
Nevpikdtnta
Awtapayéc Tov ZGaAn Aonmtn unvryyitida
VEVPIKOD Kepolaryia [MopaicOneia
GUGTI|LOTOG YrvnAia

Tayyog

11



Katnyopia/opyaviké | IIord ovyvég Xoyvég Oy ovyvég Xaavieg oAb omévieg Mn yvootic
cUGTNLO COPPOVA. ovyvoTNTOg
pe To MedDRA
Op0aipkég Oaunr| 6pacn Epebiopog tov
owatapayig 0pBaApod

Oidnua o@OHaApDY
Awtopoyés ToV OTOG Eupoég "Exntoon g

Kal Tov Aapupivlov

OKOLOTIKNG 0&0TNTAG

Kaporokég AicOnuo Kopdiaxn avendpkeio
owatapayig TOAUDV Apmprakd Opoufmri-
K6 emecodL
Ayyerokég Ayyelitida
owuTapayés Ynéptaon
Awtapayéc Tov Bpoyyoonacuog
OVOTVEVGTIKOV Avcmvola
GVLOTNHNOTOG, TOV Emiotaén

0dpoka KoL Tov
peco0mpaxIov
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Katnyopia/opyaviké | IIord ovyvég Xoyvég Oy ovyvég Xaavieg oAb omévieg Mn yvootic

cUGTNLO COPPOVA. ovyvoTNTOg

pe To MedDRA

Awtapayéc Tov Kot\okn Ytopatitidn lNaotpitida

YOOTPEVTEPLKOV dvuopopia Awoppayio Tov
Kot\akod dAyog YOGTPEVTEPLKOD
Avokototnta cOAMVA
Awgppoia (meprropfovopévng
Emyaotpin ™G OLOTELECNC KOl
duoyépela NG LEAOVOC KEVMOT|G)
Metempiopdc Moykpearitida
Novtio Aldtpnon
"Epetog E&éhkmon
Avomeyia

Awtapayés Tov Bavatneopa

NTATOS KO TOV nrotitdo

KO QPOpV "Tktepog
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Katnyopia/opyaviké | IIord ovyvég Xoyvég Oy ovyvég Xaavieg oAb omévieg Mn yvootic

cUGTNLO COPPOVA. ovyvoTNTOg

pe To MedDRA

Awtapayéc Tov Kvnopog Alomekia

0£PNOTOG KOL TOV Agpuatikd Ayyelooionua

V060PLOV 16TOV e&avonpa ATOQOAMO®TIKY
depuotitido
[ToAvpoppo epvdnua

Mn Opoufomevikn
ToPPHPA (TOTTOL
Henoch-Schoenlein)
Ovuydivon
Dotoarrepyikég
avTIOPAoELG
>Hvopopo
Stevens-Johnson
DopUAKEVTIKN
avtidpoon ue
NOGIWOEIAi Kot
GUOTNHOTIKA
GUUTTOLLOTOL
(obvépopo DRESS)
To&wn emdepuikn
vekpolvon (VOGOS Tov
Lyell)

Kvidwon
DucaAdmOEIC-
TOUPOAVYDOELC
avTIOpaoelg
Y100gpo
POPUOKEVTIKO
gEavonuo (BA.
mopaypoo 4.4)
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Katnyopia/opyaviké | IIord ovyvég Xoyvég Oy ovyvég Xaavieg oAb omévieg Mn yvootic

cUGTNLO COPPOVA. ovyvoTNTOg

pe To MedDRA

Awtopayéc TV Ayatovpio Neppwoikd cuvopouo

VEQPAV KO TOV ETEPALOTOVEPPITION

0VPOPOP®Y 00DV Aldpeon veppitida
Neoppikn averdpkelo

Awtapayéc Tov Mewwpévn yovipotnto

AVOTOPOYOYLKOD OTIG YUVAIKES

GUGTI|LATOS KU1 TOV

ROGTOV

Ievikég owtapayés Oidonua (kupimg AicOnuo xokovyiog

KOl KOTOOTAGELS TI|G mg

0000 yop1nynong TOOOKVTLUKTG)
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Katnyopia/opyaviké | IIord ovyvég Xoyvég Oy ovyvég Xaavieg oAb omévieg Mn yvootic
cUGTNLO COPPOVA. ovyvoTNTOg
pe To MedDRA
Hoapoxivikég Avoaotpéyiueg Avaotpéyiueg OeTIKA AVTUTLPNVIKAL
eEeTdoelg aVENCELG TOV aVENGELG NG OVTICAOUOTO

aldTov ovpiog Kpeatwvivng Meimon copatico

TOL O{HOTOg
(BUN)
Mewwoelg oty
apoceopivn
KOl GTOV
OLLOTOKPITN TOV
dev oyetilovton
HE eppavi
opoppayic Tov
YOGTPEVTEPIKOV
COAMVA
Avénuéva
emineda
TPOVOUULVACHV
GTOV 0p0
Avénon
COUOTIKOD

Bapovg

Bapovg
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Avapopd THavoroyodLEVEV aVETBOUNTOV EVEPYELDV

H avagopd mhoavoroyovuevov averlBiuntomy evepyeldv Hetd omd  xopnynon adeiog
KUKAOQOPIOG TOL PUPUAKEVTIKOD TPoidvToC glvar onuavtikn. Enttpénel  cvveyn
TOPOKOAOVON OGN TNG GYEONG 0OPEAOVG-KIVODVOD TOV QOPLOKEVTIKOD TPOiOVTOS. ZnTeital amd
TOVG EMOYYEAUATIES VYEING VO ovapEPOVY 0molEcONTOTE TBAVOAOYODUEVES aVETIOOUNTEC
eVEPYELEC HECW:

EAAGoa Kvmpog

EBvikog Opyaviopoc Poapuakwov DopuakevTIkég Ynpeoieg
Meocoyeiov 284 Ymnovpyeio Yyeiog
GR-15562 XoAapyog, ABfva CY-1475 Asvkooia

TnA: +30 21 32040337 TnA: + 357 22608607
Iototomog: http:// www.eof.gr Dog: +357 22608669

Iototomog: www.moh.gov.cy/phs

http://www Kitrinikarta.gr

4.9 Ynaepoocoroyia

Ye mepintwon o&glag ANYng veepPorKnG d6GNME TPOEIKAUNG, GVVICTATOL VITOCTNPIKTIKY Kol
CUUTTOUATIKN ay®YT]. A&V VTAPYoVY cuyKeKPLEVa, avtidota. H mpoxinon euétov kavnqn
TADOT GTOUAYOV KON 1) Yopnynon evepyov avlpaka dvvatal va akolovdnbovv, aviloya pe
TNV TOGOTNTA TOV EYEL TPOSANPOEL KaL TO YPOVIKO SLAGTNUO. TTOV £XEL LEGOAOPNGEL ATTO TNV
TPOSANYT. MeLETEC VTOJEIKVDOVY OTL 1] YOPNYNOT EvEPYOD GvBpaka ival duvatdv va
TPOKAAEGEL UEIMOT] TNG TOPPOPTONG KOL TNE EXAVOUTOPPOPNOTG TNG TPOEIKAUNG, UE
amOTELEC LA T LEIDOT TNG GUVOMKNG TOGOTNTAG TOV PUPUAKOV GTOV OPYOVIGUO.

[Moapdro mov dev LREAPYOVY UEAETEG LUEYPL GNUEPT, 1] AiOKAOapoT TOOVDG dev glvar ypHoiun
oV aHENOT TG AmEKKPLIONC TG TPOEIKAUNG, KOOMG TO PAPUAKO GUVIEETAL GE UEYOAO
Boabuo pe tic TpoTEivEg TOL TAAGLOTOC.

5. ®APMAKOAOI'IKEX IAIOTHTEX
5.1 ®oppokodvvoptké 1010TNTES

Ddappokobepamentikn kaTnyopic: AVIIQAEYUOVAOIT KOl AVTIPPEVUATIKA TPOTOVTA, Un
otepoeldn - O&wdpec, kodikdc ATC: MO1ACO1

H mpoudun eivar éva MEAD, to omoio dtabétel emiong avaAYNTIKES KO OVTUTUPETIKES
wotntec. To oidnpa, 1 epuOpdTNTa, 1| VIEPTAAGIN TOV 1IGTMV, 0 TVPETOG KOl O TOVOG
UITOPOVV VO, AVOGTAAOVY G TTEPATOlma e T yoprynon g mpoéukdunc. H mpo&ikdun
elvar dpactikn aveEaptnta amd Ty atioroyio TG eAeyYHoviS. [Tapdro Tov 0 Unyavicuoc
dpdong g dev givarl TANPOC YVOGTOC, aveEApTNTEC LEAETEC in Vitro Kal in vivo oV
amodei&el 6TL 1 TPo&Kaun EMOPA GE SLAPOPU GTAALO TN VOGOLOYIKNG KoL TNG
QAEYLOVADOOLE avTidpaonG HECM:

o  AvacTOANG TN GVVOESN S TOV TPOGTAVOEWMY, GUUTEPIAMAUPAVOUEVOV TOV
TPOCTUYAUVOIVAV, LLE TNV AVOCTPEYLUN OVAGTOAR TOV eviDIOL KukAoo&vyevaoT).

o AvVaGTOANG TNG GVGCOPEVCNG TV OVOETEPOPIAMV.


http://www.kitrinikarta.gr/
http://www.moh.gov.cy/phs
http://www.eof.gr/

o AvVaGTOAG TNC LETOVAGTELGNC TOV TOAVUOPPOTLPNVAOV KL TOV LOVOKVTTAP®OV GTNV
TEPLOYT TNG PAEYHOVIG.

o AvaotoA)g ¢ amelevfépmong AVGOcOUATIKOV eVEOUOVY amd Ta dieyepuéva
AevKOKVTTAPO.

o AvaoTOAG TNE TAPAYDYNG OVIOVTOC VTTEPOEELSIOV OO TOL OVOETEPOPIAQL.

o  Meimong g Tapaym®YNG TOV PEVIOTOELB0VE TAPEYOVTOC TOGO GTOV 0OPYaVIoUO OGO Kat
070 apBpikod vypd oe acbeveic ue opobetikn pevpatoedn apbpitida.

"Exet amoderyOei 611 n mpoukdun dev dpa uEcm d1€yepong tov aova VITOPLOTG-
EMVEQPPIOi®V. MeAéteg in vitro dev amédel&av SLGEV ETIOPUGCT] TOV PUPLAKOV GTOV
petafoiioud tov apbpikon ydvopov.

5.2 ®oappokokivnTIKES 1O10TNTES

AmoppOONGCT KOl KOTAUVOUN

H mpo&udun amoppo@dtal kodldg HeTd T yopnynon e omd 1o otopa. Me ) yopnynon
TPOPNC VITAPYEL pia Likpn KoBvotépnon atov puoud, aAld oyl oty EKTAGT TNG
aToPPOPNONE TOV PAPUAKOL OTOV YOPNYEITOL 0O TO GTOUO. XTOOEPEC GVYKEVIPOGELS GTO
TAGG o, dtatnpovvtal Ko’ OAN T dldpKeto TS NUEPAG LT omd edmas nuepiolo
yopnynon. Metd and cvveyn Oepameio pe 20 mg nuepNoimg, Yo yPovIKO SLAGTNLO EVOC
£TOVC, EMTLYYAVOVTOL EMITESA TOV PAPUAKOV GTO TAAGLA TOPOLOLN LLE EKELVA TTOV
TopoTNPOVVTOL 0TV EMTELYOEl oTOdEPOTOINIEVT KOTAGTAGN.

O1 GUYKEVTPMGELC TOV PAPUAKOL 6TO TAAGUA eivar avaAoyeg tov docemv 10 mg kot 20 mg
KoL KOt Kovovo EMLTLYYavovTal HEYIOTEG GUYKEVIPAOOELS EVTOG 3 MG S5 @pdV UETE, TN AQYN
Tov papudkov. H epdmal yopriynon 66ong 20 mg mTuyyOveL KOTO KOVOVO PEYIGTEG
OLYKEVTPAOOELS TPOEIKAUNC 6T0 TAdGua ioeg pe 1,5 émg 2 ug/ml, evd ot HéYIoTEC
GLYKEVIPMOOELS TOV QUPLAKOD GTO TAUCUO LETO OO ETAVEIANUUEVT YOPTYTION NUEPTOLOG
doomg 20 mg mpoikdung otabepomolovvial cuvnBmg o eminedo 3 £wg 8 pg/ml. Xtovg
TEPLEGOTEPOLS aebeveic emttuyydvovtal otabepd enineda TOL PUPUAKOD GTO TAUCUO EVTOC
mepimov 7 ¢ 12 nuepav.

Oepameio, pe d6om £podov 40 mg NuUePNGIOS Yl TIG dVO TPDOTEG NUEPES, aKOAOVOOVEVT GTN
ouvéyela omd nuepnotla d6om 20 mg, EMTPENEL TNV ENITEVEN EVOG LYNAOD TOGOGTOV (TEPITOV
76%) otobep®@V EMTES®Y TOV PAPUAKOV GTO TAAGLO AUECMG UETA TN YOPNYNON TNS
devTepNg d6OMC.

To eninedo TOL PUPUAKOV OTN GTAOEPOTOINUEVT] KOTAGTAGT, 1 EMLPAVELN KAT® 0td TNV
KOUTTOAT GUYKEVTPOGTC-YPOVOD Kol 0 ¥povog NN eivat Tapouota e antd UeTd omd
yopnynon Oepamevticod oyfuaToc e Nuepnotleg docelg 20 mg.

Buopetooynuotioidc Kot arofoAn

H mpo&ucdun petaforiletorl eKTeVOE Kol 6€ TOGOTNTO, LKPOTEPT 0o TO 5% TN NuePNoLUg
dO0oMNG KoL ameEKKPIVETOL AVOALOIMTN oTo 0Vpo. Kot oTo, Kompava. H mpo&ikaun petafolileton
Kuping péow tov Kutoypmdpatog P450 CYP2C9 oto Arap. Mia and Tig KOPIEG UETAPOAKES
0000¢ amoterel n VIPOELAIMOT TOV SAKTLAIOL TNG TLPISIVIE TS TAAYNG dAVGIdAG TOV
popiov g mpo&kaunc, axolovboduevn and culevén ue YAvkovpovikd 0&H Kot omoBoAn
oto ovpa. O ypdvog nuINg Tov Papudkov 6tov dvlpwmo sival tepimov S0 dpec.



DopUUKOYEVETIKT

H dpdon tov CYP2CY givan petopévn og GToua. e YEVETIKOVES TOAVUOPPLGHOVE, OTTMS 01
moAvpopeicpoi CYP2C9*2 ka1 CYP2C9*3. Tepiopiopéva dedopéva, amd d00 dNUOCIEVUEVEG
avaPopES KOTESEIEAY OTL dTopa e YOVOTVUTOVG, £TEpoluyo CYP2CI9*1/*2 (n=9), etepolvyo
CYP2C9*1/*3 (n=9) kau opdluyo CYP2C9*3/*3 (n=1), napovciacav 1,7, 1,7 ka1 5,3 @opéc
VYNAOTEPH CLGTNUOTIKG MiTEdH TPOEIKAUNG, avTioTOotYa, 0O TOVG 0ebeveiG pe
CYP2C9*1/*1 (n=17, yOvOTUTOG GUGLOAOYIKOD LETOPOMGHOV) UETE TN YOPNYNOT| EQOTAE
d60omMg ad Tov 6TopaToC. Ot TIHEG TOV HEGOL YPovoy MuloNE TG amofoAng ¢ mpo&ukdung
o€ atopo, pe yovotvmovg CYP2C9*1/*3 (n=9) kot CYP2C9*3/*3 (n=1) firav 1,7 xou 8,8
QopEC VYNAGTEPES ad 0wTéG TV atouwv e CYP2C9*1/*1 (n=17). Yroloyiletor 6tin
ovyvotnTa ToL opoluyov yovothmov *3/*3 givan 0% €wc 5,7% o€ S1apopeg PLAETIKEG
OLLAdEC.

5.3 Ilpoxkivikd ogdopéva. Y0 TV 0.6QAAELN

"Epevveg vroeiog xat ypdviag toSucotnrag Exovv yivel og apovpaiovs, Tovtikio, GKOAOLS Kot
TONKOLG pe yprion nuepnciomv 66cewv mov kvpaivovray arnd 0,3 mg/kg Bapovg mc

25 mg/kg Bapovc. H tekevtaia avt) 66om eivan mepimov 90 popéc peyardtepn ond ta
GLVIGTOUEVA 00GO0A0YIKG emtineda aTov avOpwmo. Ot puoveg Taboloyucég PAGPec mov
mapotnphOnKay fTay avtég Tov cuoyetioTnKay e ToéikdtnTa g (M, YUPUKTNPLETIKEG Kot
ue Ao MEAD, 6mwg veepikny ONAdong vékpwon kal yootpeviepikés PAdPec. Ocov agpopd
OTIG TEAEVTAIEC, 01 TTiONKOl amodeiyOnKay apKkeTd avOEKTIKOL GE QVTO TO OTOTELEGLO, EVMD O1
okVOAol acvvhfiota evaicOnTot.

6. D®APMAKEYTIKEX IIAHPO®OPIEX

6.1 Kataloyog ekdoymv

Movoddpikn Aaktoln

MiKpOKPLGTAAAIKT KUTTOPIVN

Y dpo&umpomvAiokutTopivn

YTEATVAOPOVUAPIKO VATPLO

6.2 Acvppatétnreg

Agv gpapuoletot.

6.3 Awdpkero {omig

36 pnvec.

6.4 Idwitepeg TPoPLAGEELS KUTE TN OVAAEN TOV TPOiIdVTOS

Mn gpuAdoacete o€ Oepuokpacio peyorvtepn tov 25 °C.

6.5 ®Von Kol 6VOTATIKE TOV TEPLEKTT

Kvowyéreg (blisters) amd PVC pe pOAL0 alovpviov.

Feldene 10 mg d1acmelpduevo diokio
Méyeboc cuokevaciog: kouti Tmv 20 diokiwv.




Feldene 20 mg d1acmelpdueva diokio
Méyeboc cuokevaciog: kovti Tmv 10 diokiwv.

6.6 Idwitepeg TPOPLAGEELS amOPPLYNG Kol AAAOG YEIPLOUOS

Kopia e1d1kn vroypéwon.

Kda0e aypno1ponointo gapuokentikd Tpoiov 1 VITOAEULO TPETEL VO, ATOPPITTETUL COULPOVO,

LLE TIG KOTA TOTOVG 10YVOVOEG GYETIKEG SLOTAEELS.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

PFIZER EAAAX AE.,

A. Mecoyeinv 243,

154 51 N. Poykd, Adnva,
EXLdda

TnAépwvo: 210 6785800

Kvbmpog - Tomuko6g aviimpoommos:

PFIZER EAAAX A.E. (CYPRUS BRANCH)
TnA.: +357 22 817690

8. APIOMOX(OI) AAEIAX KYKAO®OPIAX

Aworelpdpeva diokio 10 mg: 41095/10/31-05-2011
Awomelpdpeva diokio 20 mg: 41097/10/31-05-2011

9. HMEPOMHNIA ITPQTHXY EI'KPIXHX/ANANEQXHYX THX AAEIAX

Aworelpdueva diokio 10 mg
Huepounvia mpatng éykplong: 18 Ampiriov 1986
Huepounvia tekevtaiog avavémonc: 31 Maiov 2011

Awonelpdueva diokio 20 mg
Huepounvia mpatng éykplong: 18 Ampiriiov 1986
Huepounvia tekevtaiog avavémonc: 31 Maiov 2011

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

05/2024
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	Όπως όλα τα ΜΣΑΦ, έτσι και η πιροξικάμη μπορεί να οδηγήσει στην εμφάνιση υπέρτασης ή στην επιδείνωση προϋπάρχουσας υπέρτασης και καθεμία από τις καταστάσεις αυτές μπορεί να συμβάλει στην αύξηση της συχνότητας εμφάνισης καρδιαγγειακών συμβαμάτων. Τα ΜΣΑΦ, συμπεριλαμβανομένης της πιροξικάμης, θα πρέπει να χρησιμοποιούνται με προσοχή σε ασθενείς με υπέρταση. Η αρτηριακή πίεση θα πρέπει να παρακολουθείται στενά κατά την έναρξη της θεραπείας με πιροξικάμη και καθ’ όλη τη διάρκεια της θεραπείας.
	Καρδιαγγειακές και αγγειακές εγκεφαλικές επιδράσεις
	Απαιτείται η σωστή παρακολούθηση και η παροχή συμβουλών σε ασθενείς με ιστορικό υπέρτασης και/ή με ελαφρά έως μέτρια συμφορητική καρδιακή ανεπάρκεια, καθώς έχει αναφερθεί κατακράτηση υγρών και οίδημα σε συνδυασμό με θεραπεία με ΜΣΑΦ.
	Δεδομένα από κλινικές δοκιμές και επιδημιολογικές μελέτες υποδεικνύουν ότι η χρήση μερικών ΜΣΑΦ (ειδικά σε υψηλές δόσεις και σε μακροχρόνιες θεραπείες) μπορεί να συσχετίζεται με μια μικρή αύξηση του κινδύνου για εμφάνιση καρδιαγγειακών θρομβωτικών αρτηριακών συμβαμάτων (για παράδειγμα, έμφραγμα του μυοκαρδίου ή εγκεφαλικό επεισόδιο), τα οποία μπορεί να είναι θανατηφόρα. Η σχετική αύξηση αυτού του κινδύνου εμφανίζεται να είναι παρόμοια σε ασθενείς με ή χωρίς γνωστή καρδιαγγειακή νόσο ή με παράγοντες κινδύνου για καρδιαγγειακά νοσήματα. Ωστόσο, οι ασθενείς με γνωστή καρδιαγγειακή νόσο ή με παράγοντες κινδύνου για καρδιαγγειακά νοσήματα μπορεί να βρίσκονται σε μεγαλύτερο κίνδυνο, όσον αφορά την απόλυτη επίπτωση εξαιτίας της αυξημένης επίπτωσης κατά την έναρξη της θεραπείας. Για να ελαχιστοποιηθεί ο δυνητικός κίνδυνος για καρδιαγγειακές ανεπιθύμητες ενέργειες στους ασθενείς που λαμβάνουν πιροξικάμη, θα πρέπει να χρησιμοποιείται η χαμηλότερη αποτελεσματική δόση για την πλέον μικρή διάρκεια θεραπείας. Οι ιατροί και οι ασθενείς θα πρέπει να είναι προετοιμασμένοι για την εμφάνιση τέτοιων ενεργειών, ακόμα και απουσία προηγούμενων καρδιαγγειακών συμπτωμάτων. Οι ασθενείς θα πρέπει να προειδοποιούνται σχετικά με τα σημεία και/ή συμπτώματα της σοβαρής καρδιαγγειακής τοξικότητας και σχετικά με το τι πρέπει να κάνουν σε περίπτωση που εμφανισθούν. Υπάρχουν ανεπαρκείς πληροφορίες για να αποκλεισθεί ένας τέτοιος κίνδυνος για την πιροξικάμη.
	Ασθενείς με μη ρυθμισμένη υπέρταση, συμφορητική καρδιακή ανεπάρκεια, εγκατεστημένη ισχαιμική καρδιακή νόσο, περιφερική αρτηριακή νόσο και/ή αγγειακή εγκεφαλική νόσο θα πρέπει να υποβληθούν σε θεραπεία με πιροξικάμη μόνο μετά από προσεκτική θεώρηση του θέματος. Παρόμοια θεώρηση θα πρέπει να γίνεται πριν την έναρξη μεγαλύτερης διάρκειας θεραπείας σε ασθενείς με παράγοντες κινδύνου για εμφάνιση καρδιαγγειακής ασθένειας (π.χ. υπέρταση, υπερλιπιδαιμία, σακχαρώδης διαβήτης, κάπνισμα).
	Κατακράτηση υγρών και οίδημα

	Όπως και με άλλα φάρμακα που αναστέλλουν τη σύνθεση της προσταγλανδίνης, έχουν παρατηρηθεί κατακράτηση υγρών και οίδημα σε μερικούς ασθενείς που λαμβάνουν ΜΣΑΦ, συμπεριλαμβανομένης της πιροξικάμης. Επομένως, η πιροξικάμη θα πρέπει να χρησιμοποιείται με προσοχή σε ασθενείς με επηρεασμένη καρδιακή λειτουργία και άλλες καταστάσεις που προδιαθέτουν σε κατακράτηση υγρών ή επιδεινώνονται από αυτή. Ασθενείς με προϋπάρχουσα συμφορητική καρδιακή ανεπάρκεια ή υπέρταση θα πρέπει να παρακολουθούνται στενά.
	Οφθαλμικές επιδράσεις

