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Sinartrol? (MMpo&ikaun kivvauikn, Piroxicam cinnamate)

1.EJmopLKN ovopacia Tou pappakeuTikoU nipoiovtog: Sinartrol

2. MoLOTLKN KAl TOCOTLKN oUVOEOoN 0 3pACTLKA CUCTATLKA: * Piroxicam cinnamate 15
mg / Tab

INN :Piroxicam cinnamate. Xnutkn ovouaoia :- 4 cinnamoyloxy - 2 - methyl - N - (2-pyridyl) -
2H - 1,2 - benzothiazine - 3 - carboxamide - 1, 1 - dioxide.

Moptakog tumnog :

C

24

3.0appaKoTEXVLKN HopPN: * Alokia.

4. KALVIKG oTOLXELA:

4.1. OcpaneuTtikeg evdei&elg: H TPoELKAN €ival Un OTEPOEIDEG AVTLPAEYHOVWIEG
(PAPHPAKO KAl EVOEiIKVUTAL yLa TN Beparieia MoAAwV Mabroewy Tou amatTouv avTLpAEYHOvVWAN
Kau/r) avaAyntikr dpaon, OTwg N PEUPATOELONG apBpiTida, N ooTE0apObpiTIda, (EKPUALCTIKN
ooTEOQPBPOTIABELQ), N AYKUAWTLKN OTIOVOUALTIOA, TA 0EEA HUOOKEAETLKA VOOTiUATA KAl N
o&eia ouplkn apBpitida. Evdeikvutal eTiong yla tn Bgpareia tng nmpwtornadoug
duounvoppolag os acBeveig nAkiag peyalutepng Twy 12 eTwv.
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4.2. AoooAoyia katL Tpomog xopnynong: M'Evika eilval apKeTN 1 Xopnynon evog dlokiou
nUEPNoiwg. Kata tnv apxLkn ¢paon kat o€ Baputepa MEPLOTATLKA €ival duvaTtov va
XopnynBouv duo dLokia nuePNoiwg (eva KABe 12 wpeg).

4.3 Avtevdeifelg: 1. Evepyd MEMTIKO £AKOG 1 LOTOPLKO TIETITIKOU EAKOUG, AANEG OPYAVIKEG
MABNOELG TOU YAOTPEVTEPLKOU 1] LOTOPLKO UTIOTPOTILA(OUCWY ALUOPPAYLWV.

2. H mupo&lkapun MPETIEL VA PUNV XPNOLJOTIOLELTAL 0 aoBeVELQ YE YVWOTH utiEpeualocdnoia
TPOG TO PAPPAKO. YTIAPXEL TILBAVOTNTA dLACTAUPOUKEVNG sualcbnoiag e 1o
OKETUAOCQAALKUALKO OEU 1} AAAQ PN OTEPOELDN AVTLPAEYHOVWON pApuaka. H Tiipogikaun
TIPETIEL VA YNV XOpPnyeital o€ acBeveig, 0TOUG OTIOLOUG TO AKETUAOCAALKUALKO O&U 1) AAAQ Un
OTEPOELON AVTLPAEYHOVWAN PAPPAKA TIPOKAAECAV CUPTITWHATA A0OUATOG, PLVLKOUG
TIOAUTIOBEG, AYYELOVEUPWTLKO oidnua 1) Kvidwon, Kabwg KatL o€ acBbeveig ue coapn
ALMATOAOYLKY) VOOO, Bapeia Nratikn 1 fapeia veppLKr) aveTTApKeELQ.

3. Z1nv KuUNnon kat tn yaAouxia (n acpAaAela Tou yla TETOLA XPrion OV £XEL AKOWN
oLarnoTwoEL).

4. >e madla KATw Twv 14 eTwv OEV UTIAPXEL QKON JEYAAN EUTIELPLA.

4.4.E101KEC MPOoELdOTIOINOELG & ELOIKEG MPOPUAAEEILG:

NAOYw TOU peyaAou Xpoévou NuIwnG Tou papuAKou OTO TTAQCHA VA ATIOPEUYETAL N
Makpoxpovla Xopnynon.

2 € JIKPT ouxXvoTNTa £XEL avagpepPOeL JETA ATIO XPrON TOU PAPPAKOU N TIPOKANCT TIETITIKOU
€AKOUG dLATPNOEWG 1 YAOTPEVTEPLKNG AlJoppayiag, oraviotata Bavatngopou. Qg €K
TOUTOU 1| XOPN1yNon Tou papuAKoU TIPETIEL va TTapaKoAoubeital Je Tipoocoxr o€ acBeveiq ue
LOTOPLKO VOOOU TOU QVWTEPOU TUHHATOC TOU YAOTPEVTEPLKOU CUCTHUATOG.
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2 € OTIAVLEG TIEPLTITWOELG TA UM CTEPOELON AVTLPAEYUOVWON PAPHAKA WTIOPEL va
TIPOKAAEOOUV BLAPECO VEPPLTLOQ, OTIELPAPATOVEPPLTLOA, BNAOELDY) VEKPWON KAl VEPPWOLKO
OUVOPOWO. Ta un OTEPOELDY AVTLPAEYUOVWON PAPPAKA avacTEAAOUV Th ouvBeon Twv
VEQPLKWYV TIPOoTAYAQVOLVWVY OL OTIOLEG UTIORONBOUV TN dLATrENoN TNG ALPJATWONG TWV
VEQPWYV OE A0OEVELG OTOUG OTIOLOUG N VEPPLKN PO ALJATOG KAl 0 OYKOG TOU aipaTog £X0UV
MELWBEL. ZTOUG A0BEVELG AUTOUG N XOPryNon Un OTEPOELBWY AVTLPAEYUOVWOWY PAPUAKWY
MTIOPEL VA TIPOKAAECEL EPPAVT) VEPPLKT AVETIAPKELA, TNV OTIOLA KATA KavOova aKoAoubet
AToKATAOoTAON OTO TPO TG Bepareiag otadlo, YETA TN SLAKOTI TNG XOPNYyNong Twv un
OTEPOELOWY AVTLPAEYUOVWOWY PpaAPHAKWY. ACBEVELC NE CUNPOPNTLKN KAPSLAKH AVETIAPKELQ,
KLppwOo™n TOU NTAToG, VEPPWOLKO CUVOPOWO Kal Epgavn vepporabela. OL acBeveiq autoi
TIPETIEL VA TIAPAKOAoUBouvTaL PE TIPOCOXN KATA TN OLAPKELA TNG ANYEWG KN OTEPOELOWV
QAVTLPAEYHOVWOWY PAPHAKWV.

NAOYw Tou OTL £XouV avapepBel averBuunteg avTdPACELG A0 TOUG 0POAAPOUG KATA TN
XPNoN YN OTEPOELOWY AVTUPAEYHOVWAWY TIAPAYOVTWY CUVICTATAL OE a0BEVELG TTIOU
rnapouctalouv opBaAPLKa EVOXAHUATA KATA TN OLdpKeLa TnG Bepareiag Y Tnv TLPOELKAUN va
urtoBaAAovtal oe opOaAPOAOYLKN EETAON.

Mpoooxn otn Xopnynon: Onwe Kat e Ta aAAa un
OTEPOELDN AVTLPAEYHOVW BN, TO PAPHUAKO TIPETIEL VA
XopnyeitatL o HELWHEVN BOON O ACOeEVELG HE Xpovia
VEPPLKN QVETIAPKELA. ZE ACOEVELQ HE ONUAVTLKN
EKTITWON TNG KapdLakng Aettoupyiag. e acOeveig e
UTIEPTAOT) TIoU AapBavouyv doupntika. e acOeveic He
nnatikn SucAeltoupyia. e acOEVELQ HE CUCTNHATLKO
gpudNUatTw dn AUko.

Aedopevou OTL NALKLWUEVOL aoBeVELG paiveTal OTL TtTapouctalouv auENPEVO Kivouvo
EMPAVIOEWG QVETILBUUNTWY EVEPYELWV ATIO TNV XProN YN OTEPOELBWY AVTUPAEYUOVWIWY
PAPHAKWY KAl 0£dOPEVOU ETILONG OTL OL NALKLWMPEVOL, aduvaTol Kal e€acBevnuevol acOeveiq
avexovtal SUOKOAOTEPA TLG QVETILBUUNTEG EVEPYELEG ATIO TO YAOTPEVTEPLKO OUCTNUA,
TPEMEL va AapBaveTtal urt’ oyn To eVOEXOPEVO XPNOLUOTIONOEWG HLKPOTEPNG APXLKNG
d00EWG TOU (pAPUAKOU ATIO TNV ouviROn, n oroia augavetat €’ 6oov dgv apatnEndet
BEATLWON TWV CUPTITWUATWV.

OL acBeveig autol TPETIEL va TTapakoAouBouvTtal e TIPOCOXTN). Z€ HAKPOXPOVLA Xopnynon
XpeLadetal Katda dLacTnPaTa atatoAoyLKOG Kal BLOXNHLKOG EAEYXOG TOU acBevoug.
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4.5AAANAendpdoelg Ue dAAa ¢pdpuaKka Kat dAAeC HOPPES aAAnAemnidpaonc:Ta un
OTEPOELON AVTLPAEYHOVWAN PAPPAKA PTIOPEL VA TIPOKAAECOUV KATAKPATNON VATPiou, KAALOU
KaL udaTog KAl WG €K TOUTOU VA ETTNPEACOUV TNV aAATodLOUPNTLK OpAch OLOUPNTLKWY
napayovtwy. Ot ev Adyw WOLOTNTEG TIPETIEL va AapBavovTal utt’ oyn otn Beparneia acbevwv
ME dlaTtapaxeq KapdLlakng AsLtoupyiag 1) urteptaon d€dOUEVOU OTL UTIOPEL va elval uttieubuveg
yla TNV €MOELVWON TIAPONOLWY KATACOTACEWV.

Alpoppayia exeL avapepOel €L XopnyNnoewes TnG TILPOELKAUNG KaBwG Kat AAAwV Jun
OTEPOELOWY AVTLPAEYUOVWOWY PAPHAKWY 0€ ACOEVELG TTIOU EKavav Bepareia YE KOUPAPLVLIKA
AVTLIINKTLKA. € TAUTOXPOVN XOPNynon tTng mMpoglkaung ME arnod Tou OTOPATOG AVTLITNKTIKA
(pappaka oL achBeveiq va tapakoAoubouvtal PJe TIPOCOXT).

Onwg Kat AAAa Pn oTEPOELON AVTLPAEYUOVWON PAPHUAKA N TILPOELKAUN MELWVEL TV
OUYKOAANON TWV alhoTIETAALWY Kal au§Avel To XpOvo POoNnG Tou aipatog. To arnoteAeoua
QUTO TIPETIEL va AauBAveTal utt’ oyn cToV TIPOCALOPLOPO TOU XPOVOU POoNngG TOU aipatog.

Onwg Kat ge Ta AAAQ pn 0TEPOELDN AVTLPAEYHOVWON PAPPAKA N XPHoN TNG TILPOEKAUNG OE
OuvOUAOHO PE TO AKETUAOCAALKUALKO O&U 1) n TAUTOXPOVN OUO Un OTEPOELOWV
AVTUPAEYHOVWOWY (PAPPAKWY OEV CUVioTATAL, ETELON TA PNEXPL ONPEPA dedopEVA Eival
QVETIAPKN Yyla va arodei&ouv OTL 0 ouvdUAoHOG QUTOG TTIAPEXEL HEYAAUTEPN BEATLWON TWV
aoBevwy O0€ OXEON YE TNV KATA JOvVAG XOoPnynon tng TpogLlkaung, evw augavetat mapailiAnia
n mBavoTNTa EPPAVLIONG AVETILOUPNTWY avTLOPATEWV.

MeAETeg oTOV AvBPWTIO amedeLEav OTL N TAUTOXPOVN XOPrynon TnG TILPOELKAKNG Kal
QAKETUAOCOAALKUALKOU OEU TIPOKAAECE PELWON TWV TIUKVOTNTWV TNG TILPOELKAUNG OTO aipa o€
eTiinedo 80% TwV PUOLOAOYLKWV TLUWV. TAUTOXPOVN XOPryNnon autou Pe avTtid§lva papuaka
OEV €iXE €TOPAOCN OTLG TIUKVOTNTEG TNG TILPOEIKAUNG OTO aipa. EE aAAou n tautoxpovn
XOPNYNOoN TILEOELKAKNG Kat dLyo&ivng 1) TILPOELKANNG Kal dLyoTogivng OEV TIPOKAAECE JELWON
TWV TIUKVOTATWY TOU ALPATOG KAVEVOC €K TWV TIAPATIAVW PAPHAKWV.
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To (PAPUAKO SECPEUETAL OE PEYAAO TIOOOOTO ATIO TIG MPWTELVEG TOU MAACHATOG KAl WG
€K ToUuTou Ba avapevotav va avilkadlota TouTto, aAAd deoPEUOUEVA ATIO TIG TIPWTELVEG

PpaApuaKa.

O yLatpdg MpeTEL va TTAPAKOAOUBEL UE TIPOCOXN TOUG aoBeveig yia TiBavr) aAAayn tTng
d00NG 0€ TAUTOXPOVN XOPNYNoN ThG TILPOELKAUNG WE AAAQ EvTova dECPEUOUEVA ATIO TLIG
TIPWTELVEG TOU MAACHATOC PAPHAKA KAl LBLALTEPA OTAV XOPNYELTAL TAUTOXPOVA OE PEYANEG
QO0ELG PJE KOUPAPLVLKOU TUTIOU QVTLIINKTLKA ( Bapgapivn) Kat BewpnTikwg o€
OOUAPOVUNOUPLEG, UBAVTOLVEC 1) COUAPOVAULSEG. TA N OTEPOELDH AVTLPAEYHOVWIN
Ppappaka epAaufavouevng Kat Tng TiLPoELKAUNG, £XEL avagepbel OTL au§avouv To oTabepod
ETIUTEDO TWV TIUKVOTATWY ToUu ALBiou 0TO TTAQCPA. ZUvLOoTATAL va TiapakoAoubouvTal Ta
eriineda tou ABiou O0TO aipa PETA amno evapgn Tng Bepareiag Ye mPoELKAPN, TPOCAPUOYN
Twv 0O60EWV 1) OLAKOTIN TNG X0PNynong autou.

Ta arnoteAeopuata dUo avegapTNTWV NEAETWY UTTODELKVUOUV OTL UTIAPXEL MLA MLKPN
auEnon NG aropPOPNOEWG TNG TILPOELKANNG META T XOPNYNOoN OLUETLOLVNG, aAAd dev
apaTNEOUVTAL ONPAVTLKEG HETAPBOAEC OTIC TIAPANETPOUG TIOU ApOPOUV TNV ArtoBoAr Tou
(PAPHUAKOU aTio TOV OpYAVLOUO.

H xopriynon tTng oweTdivng au&avel Tnv mePLOXT TIou TIEPLAAUPBAVETAL KATW ATIO TNV
KQUTIUAN TIUKVOTATWYV TNG TiLpo&kaung (AUC 0-120 wpeg) kat To deiktn Cmax TNG
TPo&LKApng Tepimnou katd 13-15%. OL otabepeg Tou pubuou aroBoAng Kat N NULIEPLOd0G
(NG Tou pappakou dev TTapouctalouv ONUAVTLKEG OLAPOPEG.

H pikpr) aAAG onuavTLkn augnon Thg anoppo@nong Tou papPakou ival arnibavo va £xet
KALVLKT) onuaoia.

4.6.Kunon kat yaAouyia: MNMap’ 6Aov OTL dev MapATNENONKAV TEPATOYOVEG EMIBPATELG OE
nepapatolwa, n acPAAELd TOU PAPPAKOU KATA TN OLAPKELA TNG KUNONG KAt TNG yaAouxiag
dev £XEL TEKUNPLWOEL. H Tiipo&Llkaun avacteAAeLl Tn ocuvBeon Kat arneAeubepwon
MPOCTAYAQVALVWYV PJETA ATIO AVACTPEYLUN AVACTOAN Tou ev{UPOU KUKAOguyevaoT. To
ATIOTEAECNA QUTO, OTIWG KAl PJE TA AAAQ PE OTEPOELON AVTLPAEYHOVWAN PAPHAKAQ,
OUVOJOEUETAL Ao augnon TNG ouxvoTNTAg dUCTOKILAG Kal ETILRPABUVONG TOU TOKETOU OE
nepapatolwa oTa oroia CUVEXLOTNKE N XOPrynon TOU (pAPPAKOU KATA TO TEAEUTALO OTADLO
NG KUNONG. Ta Pn oTEPOELDT AVTLPAEYHOVWON PAPPAKA Eival YVWOTO OTL SLEUKOAUVOUV TN
OUYKALON Tou BoTtaAAgiou TOpou oTa viriLa.
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H rapoucia g Tpo&LKAPnGg 0TO PNTPLKO YAAQ £XEL JEAETNOEL KATA TN OLAPKELA TNG
APXLKNG KaBwg Kal TG HaKpoxXPOovLag Xoprynong Tou gpapuakou (52 nuepeg). H mpoikaun
AVEUPLOKETAL OTO UNTPLKO YAAQ OE CUYKEVTPWOT TIEPLTIOU 1% - 3% TNG TIUKVOTNTAC QUTOU
OTOV 0PO TOU AipaTog TNG UNTEPQG.
4.7.Enidpaon otTnv ikavoTnTa odnynong Kai XeLpLoNoU unxavnudTwy X OTIAVIEG
TEPLIITWOELG TO TIPOLOV dUVATAL VA TIPOKAAECEL YELWON TNG TIPOCOXNG KAl TWV
AVTAVOKAQOTIKWYV, TIOU €ival arnapaitnta yLa tnv odrynon Kat ToV XELPLOPO UnNXavnuatwy.

4.8 AvermiBuunTEeG eVEPYELEG :H TILPOELKANN YLVETAL KATA KAVOVA KAAWG AVEKTT).
FaoTPEVTEPLKEG dLATAPAXEG Eival OL TIAEOV OUVNBLOPEVEG ATIO TIG AVETILBUUNTEG EVEPYELEG
aAAd €11l TO TAELOoTOV dgV eMNPealouv Tn ouvexLon tng Bepareiag. OL ev AOYw AvETILBUPNTEG
evepyeleg mepltAauBavouv otopatitda, avopegia, eryactpalyia, vautia, SUOKOLALOTNTAQ,
ETILYACTPLKO BAPOG, HETEWPLOUO, dLAPPOLA, KOLALAKA AAyN Kal ducTiEwia. (a0 TPEVTEPLKN
atgoppayia, dLATPNoN Kat TIETITIKO EAKOG (BAETIE ELOLKEG TIPOELOOTIONOELG KAL ELOLKEG
TIPOPUAAEELG) £XOUV avapePBEL ETIL XOPNYNOEWG TOU (PAPHAKOU. AVTIKELUEVLKEG EKTIUNOELG
™G EMPAVIONG TOU YAOTPLKOU PAEVVOYOVOU KAl TNG AMWAELQG aipgatog ano to
YAOTPEVTEPLKO oucTnua anedel&av OtL n xopriynon 20 mg
TILPOELKAUNG NUEPNOLWG, €’ ATIAE 1) 0€ dINPENUEVEG DOOELG, TIPOKAAEL KATA TIOAU PIKPOTEPN
€PEOBLOTLKY OPACTN OTO YAOTPEVTEPLKO BAEVVOYOVO QTIO EKELVN TOU AKETUAOCAALKUALKOU
0&e0Gq.

H pakpoxpovia xopriynon 000ewv PeyaAutepwy Twv 30 Mg NUEPNOLWG EVEXEL QUENUEVO
KivOUVO TIPOKANCNG YOO TPEVTEPLKWY AVETILOUUNTWY EVEPYELWYV. ZTAVLOTATA £XOUV avapepOei
EMETOG, MEAALVA, ENPOTNTA TOU OTOUATOG.

AMAEG QVETILBUPNTEG EVEPYELEG EKTOG ATIO TA YAOTPEVTEPLIKA CUPTITWHATA €ival To oidnua
KAl KUPLWG TO oldnua Twv 0PpUPWY, TO OTIOLO £XEL AvaPEPBEL OE PIKPO TIOCOCTO AoBEVWV.
2raviwTata £Xouv avagpepdel unepldpwoia, TTIOAUPOPYO EpUBNUA, UTIEPTACT, alyatoupia.

Erudpaoelg €Ml TOU KEVTPLKOU VEUPLKOU CUCTAUATOG OTiwg AaAn, kepaAaAyia, urtvnAiq,
avnvia, KatadAwn, veuplkoTnTa, Yeudalobnoelg, NETAROAEG TNG WUXLKNG dLaBeong,
ALATAPAXEG TWV OVELPWYV, BLAVONTLKY) OUYXLOT), TIapAloBnoeLg Kat tALyyog £X0ouv OTIaviwg
avagpepdet.

Oidnua, appAuwriia Kat epeBLOPOG TwV 0PBAApwWY £XouV TIapatnEnBei. H cuvnBlopevn
0PBAAPYOOKOTINON KaL N €E€TAON YE OXLOPOELDN Auxvia dev anekaluyav YETABOAEG Tou
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BuBou Twv oPBaApwv. Mropet €Miong va mapatnenbel aiodnua Kakouxiag Kat EYPoEG Twv
WTWV.

AepuaTtlkeg avTdpaoelg unepeualotnoiag, ouvndwg Pe th popPn e§avenuatog Tou
OEPUATOG KAl KVNOMOU £X0UV £Tiong avagpepBei. OvuxOAuoT Kal AAWTIEKLA £XOUV OTIAVIWG
avaPepBeil. PWTOAAAEPYLKEG AVTLOPATELG £XOUV OTIavViwg ouvdelel Ye Tnv Bepareia dla Tou
Ppapuakou. OTIwG Kat UE TA AAAQ PN OTEPOELDN AVTLPAEYHOVWON PAPUAKA WTIOPEL OE
OTIAVLEG TIEPLTITWOELG VA EPPAVLOBEL TOELKY ETULOEPULKN vEkpOAuon (Nooog tou Lyell) kat to
OUVOPOUO TWV

Stevens

Johnson

. QUoAALdWOELG BAAPEG TOU dEPUATOG £XOUV ETILONG OTIAVIWG avapePOEL.

Avtidpdoelg urtepeualcOnoiag onwg avagulagia, BPoyxoomaocuog, Kvidwon,
AYYELOVEUPWTLKO 0L8NKA, ayYELTIC KAl «0povosia» £X0UV OTIaviwg avageposi.

AvaoTpeWLUN augnon tng ouplag Katl TNG KPEATLVIVNG TOU aiphatog €Xouv avapepOeL.

Meiwon tng atgoopatpivng Kat ToU AlJATOKPLTOU TIou OEV CUVODEUETAL ATIO EPPAV
YAOTPEVTEPLKN TIOpPpUPA Tou Turou Henoch-Schdnlein, Acukormevia kat nwolvogpLAia.
2TIAVLEG TIEPLIITWOELG ATTAACTLKNG KAl ALNOAUTLKNAG avatpiag exouv avagepdel. Eniotagn
E€XEL oTIaviwg avagpepOet.

MeTtaBoAeg dLapOpwV AELTOUPYLKWY TIAPAPETPWY TOU NIATOG £XOUV ETILONG avapePOEL.
Onwg Kat ge Ta mepLocotePA AAAQ PN OTEPOELDT) AVTLPAEYUOVWON PAPPAKA, OE HEPLKOUG
acBeveig sival duvaTtov va MapoucLlacTel auEnon Twv TLHWV TWV TPAVOAULVACWY TOU
aipgatog Kata tn dlapKela tng Bepareiag Ye TNV TLPOELKAUN. ZoBAPEG NMATLKEG AVTLOPACELG,
TMEPLAANPBAVOUEVOU TOU LKTEPOU KABWG KAl TIEPLOTATLKA Bavatngopag Nrnatitidag €xXouv
avagepOei. Av Kal TETOLEG AVTIOPACELG €Lval OTIAVLEG, €Y’ OGOV OL JN PUCLOAOYLKEG NTTATIKEG
QOKLUACLEG ETILUEVOUV 1) ETILOELVWVOVTAL €AV TA KALVIKA ONPELA KAl CUUTITWHATA CUPQPWVOUV
ME TNV EPPAVLON NIATLKAG VOOOU 1] EAV CUCTNUATIKEG EKONAWOELG (TT.X. HwowvopLAiag,
egavonua K.T.A.) ouppouv, To PAPPAKO TIPETIEL VA OLAKOTIEL.
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2Taviwg £X0UV ava@epPOEL TIEPLTITWOELG TIAYKPEATLTLOOG.

AiloBnua mpokapdiwv MaApwy Kat ducoTivola £Xouv avagepbel ottaviwg. Mn dnuooteubeioeq
MePLNTWOoELG acBevwyv tapouctalovtwy BeTikr) dokipaoia ANA kat datapaywy TG akKong
€XO0UV OTIaviwg avagepbel KATOTLV ANYPewg Tou papudkou. MeTaBoAlkeg dLaTtapaxeq OTiwg
uTtoyAUKaLpia, uttepyAukatluia, augnon n JEiwon Tou CWPATLKOU BAPOUG £XOUV OTIAVIWG
avagpepdet.

4.9. YnepdoooAoyia: Acv untdpxel €I8IKO avTidoTo. € TIEPLMTWON ANWEWG UTIEPROALKNG
d00NG TNG TLPOELKAUNG EVOEiKVUTAL N EPapuoyn Bepareiag urtooTnpi&ewg Kat
CUMTITWHATLKNAG Bepareiag. MeEAETEG UTIODELKVUOUV OTL N XOPrYNOT EVEPYOTIOLNUEVOU
avBpakog duvaTtov va TIPOKAAECEL WELWON TNG ATIOPPOPNONG KAl ThG ETIAVATIOPPOPNONG TNG
TILPOELKAPNG ME AQTIOTEAECHA TN PELWON TNG OALKNG TTIOCOTNTAG TOU PpAPHUAKOU GTOV
OPYQVLOMO.

5. PAPMAKOAOTIIKEZ IAIOTHTEZ

5.1.0apuakoduvapuikeg 1dtotnteg:To SINARTROL avrkel 0ta veodTEPA UN OTEPOELDN
avTtupAeypovwdn papuaka. Eival BevfoBelalivikd napdywyo Je TNV akOAoubn XnuLkn

ovouaoia 4- cinnamoyloxy-2-methyl-N-(2-pyridyl)2H - 12
- ben
zothiazine

-3-

carboxamide

-1,1 -

dioxide

. Eivalr otnv oucia nmapaywyo tng MNMpo&lkaung Kat OLKOTEPA O KLVVAPWHLKOG E0TEPAG TNG
Mpo&ikapng (

Piroxicam

Cinnamate

) 0T0 UBPOEUALO NG Mpogikaung. To

SINARTROL

XapaktTnpi{etal arno peyaAn dldpKela nuioelag (wng n oroila ETILTPETIEL TNV TIAPATACN TNG
(PAPHAKOAOYLKNG OPAONG. ZKOTIOG TNG PETATPOTNG AUuTNG NTav va BEATIWOEL n

YAO TPOOWOEKADAKTUALKN AvEKTIKOTNTA TNG MPpoElKAuNg NECW dECHEUONG TOU OELVOU
udpo&uAiou oTo oroio arodidovtatl ot eTRAABELG ETIOPACELG OTO YAOTPLKO TOLXWHA.
EOLKEG TIELPANATLKEG HEAETEG TIOU agopoucav Tnv aAAnAemidpaon tng Piroxicam cinnamate
ME TO YAOTPLKO PBAEVVOYOVO anedel&av e BAon Ta LOTOAOYLKA EUPHPATAa, TN oagn Kat
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ONMAVTLIKA PLKPOTEPN OLaTapaxr TwV NAEKTPOPUOLOAOYLKWY TIAPAUETPWY TIOU
XPNoLuoTiomtnkav oav deikTeq TNG aAAoiwong Tng doung Kat Asttoupyiag tng PAEvvoyovou.

H Piroxicam cinnamate €ivat nmpogapuako (prodrug) tng Mipo&lkaung kabwg udpoAucTal Tipog
Mpo&kaun. Ta emnineda Mpoglkaung mou TapaTnEoUVTAL OTO aipa Xapaktnpifovtal arod
MaKpPO XpOvo NuLlwng Kat apyo pubud amoppodnong. MPOKALVIKEG HEAETEG £BELEAV OTL N
Piroxicam cinnamate udpoAuctal 1pog Mipo&kapn oto MEPLBAAAOV TOU EVTEPOU N OTIoLA OTN
OUVEXELQ ATIOPPOPATAL KAl EKONAWVEL TN PAPPAKOAOYLKY) TNG OpAoN. X€ TEpaPaATOlwa
OLaTILOTWONKE, N EVTOVN AVAAYNTLKA TNG dpAacnh PE dLAPOPOUG TPOTIOUG XOPNYNoNG.

Ornwg Kat yta aAAa avTLpAEYUOVWON PN OTEPLVOELDN PAPUAKA O PNXAvVLoPog dpAong Tou
SINARTROL d¢ev £xel dleukplvloBel TeAeiwg. Evtoutolg Bewpeital OTL Ta KUpLA ONUELa TnG
AVTLPAEYHOVWOOUG OPACNG TOU OpELAOVTAL 0E AVACTOAN TNG OUVBEONG TWV
MPOoocTAayAavalvwy UTEUBUVWY TNG PAEYHOVNG AOYW TOU ATIOKAELOUOU TIOU ETILPEPEL OTO
€VCUUATLKO CUCTNHA TOU KUKAOU 0EEDWOEWG, OTIWG KAL 0E AVACTOAN TNG AEUKOKUTTAPLKNG
XNUELOTA&iag, TNG PpayoKUTTAPWONG, TNG AMEAEUBEPWONG AUCOCWHATLKWY VUMWY KAl TNG
OUYKOAANONG TWV ALUOTIETAALWV.

2 € €TIMEDO BLOAOYLKNG CUNTIEPLPOPAG ETILONHALVOVTAL N Aaroucia Tidpacng KATACTAATIKOU
TUTIOU OTNV QVOOOTIOINTLKY ATIAvTNoN TOU OPYAVLOPOU OTIWG KAl N aroucia mpokANong
AAAEPYLKWYV KAL UTIEPEVEPYLKWY (PALVOUEVWY PJEAETNUEVA PE DOKLUAOLEG «in Vivo» Kal «in
vitro».

5.2.0apuaKoKLVNTIKEG LOLOTNTEG : DAPUAKOKLVNTIKEG NEAETEG KAl HEAETEG HETABOALOMOU
aredelEav oTL

N ano Tou oTopatog xopniynon Piroxicam Cinnamate mapexeL 0To aiya amokAELOTIKA
Mpo&Lkaun.

H otabepodtnta tng Piroxicam Cinnamate peAeTrONKE o€ YaoTPLKO TEPLBAAAOV (O&Lvo) ortou
mapatnENONKE OTL Eilval onNPAvTLKA oTadepn evw o€ eVTEPLKO TIEPLBAAAOV N Piroxicam
cinnamate udpoAuctal Katd 78% PECA OE TPELG WPEG. ZUPTIEPALVETAL CUVETIWG OTL N
Piroxicam Cinnamate otav xopnyeitat arno Tou OTOPATOC peTatpemnetal o€ MNipoikaun oe
ETITEDO EVTEPLKOU OCWANva O1iou udpoAucsTal Kat aroppodatat wg Mipo&kaun.
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®dapuakokvnTkeg peAeteg dsixvouv 0TL To SINARTROL amnoppogatal apya kat tapouctalel
MEYLOTN KOPUPN KATOTILY £’ Amag 0TOUATLKNG Xopriynong o€ 15,7 + 4,3 wpeg pe Xpodvo
nuioelag (wng oto mAacpa t1/2 =61,6 £ 13,7 h dixwg va emnpedaletal onuavTKa aro N
Anyn Tpopng.

15 nuepeg enavell >
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