XEFO® 8 mg

Written by Ap Anuntpiog N. NkeAng, latpog, Odovtiatpog, QToplvoAapuyyoAoyog,

XEFO® 8 mg (Aopvoéikaun, Lornoxicam), (Nycomed)

1.1 AVTLPAEYHOVWOEG UN OTEPOELDEG UTIO JopPr BLOKLWY Kal evesiyou- MNauoinovo

1.2 ZuvOeon: To PpLaAidlo Tng kdvewg Meplexel: ApacTiIKn ouoia: Lornoxicam
(NopvoELKAuN)

'‘Ekdoxa: Mannitol, Trometamol, Disodium edetate. H ¢puolyya tou dtaAutn niepexel 2 ml
Eveaoipou "Ydatog (Water for injection).

1.3 dDappaKoTEXVLKN HopPn: Kovig kat dLaAuTng yla eveatpo dtaAuya.

1.4 MeplekTIKOTNTA OE SPACTLKN ouoia: Kabe pLaAidlo KOvEWG TIEPLEXEL

8 mg Aopvo&lkaung. Na Tnv TapackKeUr) TOU dLAAUPATOG, N OKOVN TIOU TIEPLEXETAL OE

1 @LaAidlo dlalustal ota 2 ml dtaAutn mou Teplexovtatl oe 1 puoLyya. To ETOLUO EVECLUO
dLaAupa rapexel 8 mg AopvoELlkaung ava 2 ml.

1.5 MepLypan -Zuokeuaoia: Kitplvn oKOvN ToU MEPLEXETAL OE YUAALVO KOO TAVOXPWHO
pLaAidlo Kat rou cuvodeustat arno 2 ml dtaAutn (Eveotpo "Ydwp) Tou replexovtal o€
YuaAlvn axpwpun guotyya. Alatibetal oe ouokeuaoia tou 1 gLaAdiou pe 1 puotyya.

1.6 dappaKkoBepaATEUTIKN KaTnyopia: Mn oTepoeldEQ AVTLPAEYHOVWIEG
(PAPHAKO.
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1.7 YnieuBuvog KukAogopiag: NYCOMED HELLAS S.A., Acwp.Kneploiag 196, 15231
XaAavodpt, ABrva, TnA: (01) 6729570, Fax: (01) 6729571

1.8 Mapaokeuaotng: DR. MADAUS OMBH ,Herderstrasse 2, D-83512 Wasserburg,
Mepuavia.

1.9 Zuokeuaotng: NYCOMED AUSTRIA OMBH St. Peter Strasse 25, A-4021 Linz,
AucTtpia

2. TIMPENEINA 'NQPIZETE A TO ®APMAKO

2.1 Fevikég MAnpoopieq: To XEFO neplexel AopvoElkaun wg dpacTikn ousia. H
NOPVOELKAWN €lval £va PN OTEPOELOEG AVTLPAEYHOVWOES PAPHAKO TIOU AVAKEL OTNV
Katnyopia Twv OELKAPWY KAl £XEL AVAAYNTLKY) KAl QVTLPAEYPOVWON dpaon.

2.2 Evdei&elq: XpnoluotoleiTal yia Tnv Bpaxuxpovia avTLUETWIILON TOU HETEYXELPNTLIKOU
TIOVOU PETPLAG EVTAONG, OTIWG O TIOVOG UCTEPA ATIO XELPOUPYLKN ETEPPAOT oTa dOVTLA.

2.3 Avtevdei&elg: To XEFO dev mpeTel va XpNOLUOTIOLELTAL OE TIEPLTTTWOELG:

-AcBevwv aAAepYLKWY 0TNV AOPVOELKANN 1] OE OTIOLOdNTIOTE ATIO TA £KAOXA TOU TIPOLOVTOQ

-AcBevwV TIOU £X0UV LOTOPLKO avTLOPACEWYV UTlEpEUaLCONoiag (CUPTITWPATA OTwg actua,
pLviTIdQ, ayyeLooidnua 1 Kvidwaon) o€ AAAQ Un oTEPOELDN AVTLPAEYHOVWON PAPUAKaA
nepLAauBavopeEvou Kat
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TOU OKETUAOCAALKUALKOU 0EE0G (aoTILpLvN).

-AcBevwyv pe alpgoppaytkn dLabeon r EYXELPNOEWV PE KivOUVo algoppayiag 1y avernapkoug
agootaong.

-AcBevwyv g evepyOd TIETITIKO EAKOG 1) JE LOTOPLKO UTIOTPOTILACOVTOG TIETITLKOU EAKOUG.

-AcBevwyv pe PETPLA 1) ooBapn VEPPLKN aveTiapKkela (kpeativivn opou >300umol/L)

-AcBevwyv Pe oofapr NMATLKN AVETIAPKELA

-AcBevwyv pe ooBapn KapdLaKr avemapkeLla

-AcBevVwV PE EAATTWPEVO OYKO AipaToq ) apudaTtwon

-AcBevwVv 0TOUG OTTIoLOUG EXEL ETILRERALWOEL 1) UTIAPXEL UTTOWia YL EYKEPAALKN alpjoppayia

-Kunong r 6nAacpuou

-AcBevwyv nAkiag Katw Twv 18 eTwv 1 Avw Twv 65 £TWV, ETIELON OEV UTIAPXEL KALVLKN
EMTIELPLA aTIO TN XPNoN OE ACBEVELG QUTWY TWV NALKLWV.

Av avnkeTe o€ KAToLa arod TLG TILO TIAVW TIEPLTITWOELG, EVNMEPWOTE
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OMWoONTIOTE TOV YLaTpo oag mpwv Xpnowyorooete To XEFO.

2.4 E\DLKEG TIPOPUAAEELG KAl TIPOELSOTIOLNOELG KATa T XPNon:

2.4.1 O yuatpog xopnyei To XEFO povo petd arnod nMpooeKTIKA EKTLPUNON TOU OPEAOUG OE
OXe0N ME ToVv TiLBavo Kivouvo, OTLG TIAPAKATW TEPLITITWOELG ACBEVWV:

-AcBeveiq pe Nria ve@pLkn avenapkela (kabapon kpeatvivng150-300 pmol/L).

-AcBeveig pe natikn vooo (T.X. Kippwaon Tou Nnatog).

-ACOEVELG PE LOTOPLKO TIETITIKOU EAKOUG KAL alyoppayiag.

-AcbBeveig pe datapaxeg Tng MMENG Tou aipatog.

Av QvnKeTE O€ KATIOLA ATIO QUTEG TLG TIEPLMTTWOELG, EVNUEPWOTE TOV

yLatpo oag mpv oag xopnynbei to XEFO.O yLlatpog hTopEL va CUCTHOEL TNV TTAPAKOAOUBNON
NG VEPPLKNG

AeLToupyiag oe.

-AcBeveig ou TpoOKeLTAL va UTTIOBANBOUV 0€ PEYAAEG XELPOUPYLKEG
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eneypaocclg.

-AcBeveQ PE EMNPEACHEVN VEPPLKN AELTOUPYLA TL.X. WG ATIOTEAECHA ONPAVTLIKNG ATIWAELAG
aipatog 1y oopapng apudaTtwonge.

-AcBeveilg pe KQPDOLAKN AVETIAPKELQ.

-AcBeveig uno Tautoypovn Beparieia Pe SLOUPNTLKA PAPHAKA.

-AcBeveig uno Tautoxpovn Bepareia ye pApPaKa, yla Ta oroia UrdpxeL uroyia 1 ivat
YVWOTO OTL UTIOPOUV VA TIPOKAAECOUV VEPPLKT BAARN.

2.4.2 To XEFO d¢gv mpeTieL va XpnoLPoTIoLELTAL 0€ ATopa NAKiag avw Twv 65 Xpovwy, dBLoTL
dEV UTTAPXEL KALVIKN EPTIELPLA OE QUTA TA ATOMA.

2.4.3 Aev gival BeBan n acpalela tng xpnong tou XEFO katd tnv eykupoouvn. Av €ioBe
£YKUOG, dev mipemnel va Aappavete XEFO.

2.4.4 Aev gival Bepawn n acpalela tng xprniong tou XEFO kata to BnAacpd. Av Bnhadlete, dev
npetnel va Aappavete XEFO.

2.4.5 To XEFO dev mipeTieL va XPnOoLYoTIoLELTaL O€ Ttatdld nALKiag KATw Twv 18 Xpovwy, dLOTL
Oev UTtapxeL KALVIKNA epmiepia arnod tn xpnon tou XEFO og nawdia.

2.4.6 To XEFO d¢gv £xeL €Midpaon 0NV LKAVOTNTA 0dNyNoNG KAt XELPLOPOU PNXavnuatwy.
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2.5 AAAnAeTdpaocelg He aAAa pappaka noucieg: H Anwn tou XEFO prmopei va £xel
eTidpaocn o1n Beparneia ye AAAQ pApPaKa n va ennpeadetat arno tn Beparneia pye aAla
(pApuaAKa Tou

Aappavovtal cuyxpovwg. N'a to Adyo auto, nipv AdaBete to XEFO Ba mnpemel va XeTe,
EVNUEPWOEL TOV YLATPO 0AG, yLa KABe AANO PpAPUAKO TIOU TUXOV AauBAVETE.

AuUTO €ival 1dLaiTepPa oNUAVTLKO OTLG TIEPLTITWOELG TAUTOXPOVNG:

-Bepaneiag Ye QVILINKTIKA 1) JE QVTLALMOTIETAALAKA pApUaKa, OLOTL UTIOPEL va augnbei o
KivOuvog yLa atpgoppayia.

-Oeparneiag ye AAAQ pn oTEPOELDN AVTLPAEYHOVWON pAPPAKA, OLOTL auEaveTal O Kivouvog
QVETILOUUNTWY EVEPYELWV.

-Bepareiag Ye PpaApPaAKa TNG KATNYopiag Twv dLOUPNTIKWY TNG AYKUANG, OLOTL JELWVETAL N
OLOUPNTLKN KAl UTIOTAGLKY OpACT QUTWY TWV PAPHAKWY.

-arod Tou oTONATOC Bepareiag Tou dLafnTn NE pAPUAKA TNG KAaThyopiag Twv
OOUAPOVUAOUPLWY, BLOTL ITIOPEL va augnBel n UTTIOYAUKALLKN dpaon.

-Bepaneiag pe pApPUAKA TNG KATNYOPLAG TWV AVACTOAEWV TOU HETATPETITIKOU EVIUPOU TNG
ayyelotacivng, OLOTL ITIOPEL va PELWOEL N OpAC AQUTWY TWV PAPHAKWV.

-Bepareiag Ye PpAPPAKEUTLKA TIPOLOVTA TIOU TIEPLEXOUV ALBLO, dLOTL PTtopEel va augnbouv ot
QVETILOUUNTEG EVEPYELEG ATIO TO ALBLO.

-Bepaneiag Ye PAPPUAKEUTIKA TIPOIOVTA TIOU TIEPLEXOUV PEBOTPEEATN, DLOTL UTIOPEL va
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auénBouv Ta emineda tTng peboTpeEATng OTO aiua.

-Bepareiag Ye PpAPPAKEUTLKA TIPOIOVTA TIOU TIEPLEXOUV CLUETLOLVN, DLOTL PUTIoPEL va augnBouv
Ta ernineda ™g AopvoELKAung oTo aiua.

-Bepaneiag Ye PAPPAKEUTIKA TIPOIOVTA TIOU TIEPLEXOUV BLYOEivN, BLOTL JELWVETAL N ATIOBOA
NG ALyo&Lvng aro Toug vepPoUG.

-Bepareiag e PpAPPAKEUTLKA TIPOIOVTA TIOU TIEPLEXOUV dPACTLKEG OUCLEG, TIOU E£lval YVWOTOL
arnaywyeiq ry avactoAeig Tou Kutoxpwuatog P 450 2C9.

(OTwg oL OPACTIKEG OUCLEG TPAVKUATIPOMIVN KAL PLPAMTILKLVN), ETIEWDN N

Nopvoglkaun petapoAiletat ano to kutoxpwua P 450 2C9.

Aev £xouv amnodelyBet aAAnAeTidpaocelg peta&u tou XEFO kat Twv avTio§vwy Gapuakwy 1
peTta&u tou XEFO Kal Twv PpapPaKEUTLKWY TIPOIOVTWY TIOU TIEPLEXOUV PAVLTLOLVN.

2.6 AoooAoyia: To eveoiyo dlalupa apackeudleTal POCOETOVTAG NECA OTO PLAALDLO pE
N okovn ta 2 ml Eveolpou 'YdaTog mou repLlexovtal 0Tn ouvodo puolyya Kat
olaAuovTtag Th oKovn oto Eveotuo Yowp. H dLdAuon yiveTal auecwe TIpLY TNV €veon.

To pH Tou £Tolpou eveolpou dLaAUPATOG €ival TIEPLTIOU 8,7 KAl N OCPWTIKOTNTA AUTOU €ival
niepirou 328 mosmol / kg.

To €1oluo eveoLuo dlalupa ripoopiletal yla evOouUikn 1) evOopAEPLa eveon. Otav xopnyeitat
wgq €VOOUULKN £veOon, N dLApKeLa TNG £veong Ba TpeTeL va eivat TOUAaxLotov 5
OEUTEPOAETITA, EVW OTAV XOPNYELTAL WG EVOOPAERLA EvEON N dLAPKELA TNG £vEONG Ba TIPETIEL
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va €ival Touhaxiotov 15 deutepoAerta.

MeTa Tnv MapacKeun TOU EVECLUOU dLAAUPATOG, N BeAdva TipeTiel va aAladetal. ZTnv
MEPLTITWON TNG EVOOMULKNG EVEONG TIPETIEL VA XPENOLUOTIOLELTAL BEAOVA ETIAPKWG HAKPLA yLa
Babela evdouuikn eveon. H Aopvo&Llkaun exet dei&el ouppatotnta pe dtaAupata 0,9% NaCl,
5% 0eETpolng (YAukolng) kat Ringer.

Av 0 yLatpog dev oploel dLaPOoPETLKA, N AOPVOELKAUN Xopnyeital oe 860€eLlg 8 mg
(meplexopevo 1 pLaALldiou KOVEWR) KaL N nuepnoLla d6on dcv Ba TPETIEL YEVIKA va uTiepPaivel
Ta 16 mg (TEEPLEXOPEVO 2 PLAALBLWY KOVEWG).

2 € YEPLKOUG aoBeveig, TNV MPwTn nUEPA TG Beparneiag, eivat duvatod va arnatrtnéouv 8 mg
AOPVOELKAUNG ETIL TTAEOV KAl £TOL N JEYLOTN 000N TNV TIPWTN NUEPA TNG Bepareiag umopei va
aveABeL og 24 mg AOpVOELKAUNG (TIEPLEXOMEVO 3 PLAALDLWY KOVEWG). H dLapkeLla Tng
Beparieiag opietal anod Tov yLatpo.

Inueiwon: To £Tolho eveatpo dtalupa mpoopiletal Povo yla egpanag xpnon. Ao
MIKPOPLOAOYLKN G anOyewg, 6a TIPETIEL VA XPNOLUOTIOINBEL QNECWS PETA ThV TIAPACKEUN TOU.
2 € TIEPLTITWON TIoU dEV XPNOLHOTIONOEL AUECWG PETA TNV TIAPACKEUN Tou, Ba TIPETIEL va
(PUAQXTEL O€ BepuoKkpaoia yuyeiou (2-8° C) kat va xpnoiyoroinBet peoa o 24
WPEG arod Tnv TIAPACKEUN TOU, EKTOG AV 0 YLATPOG oploel dlaPpopeTika (BAemeTe Anpua 2.10,
OO0V agOopPa TO ETOLPO EVECLYO OLAAUNA).

2.7 YnepdoooAoyia -AvTLHET® TILON: Mpog To apov deV UTIAPXEL EPTIELPLA
urtepdoO0OoAOYiaG yLa va JUTIoPOoUV va TIPoodLoPLoBoUV OL CUVETIELEG TNG UTIEPOOCOAOYLAG 1) va
TPOTABOUV ELBLKA PETPA AVTIMETWTILONG TNG. OPWG UTIOPEL VA avaPEVETAL OTL JETA ATIO
untepdoooAoyia ue XEFO , €lvat duvato va
napatnenéouv CUUTITWHPATA OTIWG vauTia Kat

EMETOG, EYKEPAALKA cuuTtiTtwpata ((aAn, atagia rou ¢poeavel pexpL Kwua

Kat

OTIA0OMOUG), METAPBOAN TNG NIMATLKNG

Kat

VEPPLKNG AELTOUPYLAG Kal

EVOEXOMEVWG OLATAPAXEG TNG TINENG TOU ALPATOG. Z€ TIEPLTITWON TIOU £XEL CUMPEL 1y TToU
utntapé&el uroyia urepdoooAoyiag, n Xopnynon Tou ¢papuakou Ba mpetel va dlakoriel. Adyw
TOU PLKPOU XPpOvou Nulwng Tng, N AopvogLkaun anekkpivetal ypriyopa. H Aopvogikaun dev
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MTIoPEL Va atpoduAlotel. MexpL orjuepa dev urtapxel LOLkO avtidoTo. MNMpermel va egetaleTal
N €QAPUOYN TWV CUVNBLOPEVWY PETPWYV ETIELYOUCAG AVTIMETWTILONG. [ACTPEVTEPLKEG
ALaTaPAXEG MTIOPOUV YL TIAPAdELYUA VA AVTIMETWTILOTOUV PE X0OPryNon EVOG
MPOCTAYAQVALVIKOU avaAdyou 1) pavlTdivng. Xe TEPLITTWON UTEPOOCOAOYLAG ETILKOWVWVHOTE
ME TOV YLATPO 0ag 1, av 0sV BPLOKETE TO yLATPO 0ag, ME To Kevtpo AnAntnplacewv (TnA.
Kevtpou AnAntnplacewv: 01/7793777).

2.8 TL mpeMeL va YVwpeL{eTE 0TNV NMEPLNMTWON NoU napaleiyate va AABeTe kKamnowa
doon: Av nipenel va AaPBAVETE TO PAPPAKO CUVEXWG Kal TtapaAeiyeTe pia doon, Ba mpemnel
va AdBete TN 060N AQUTH TO TAXUTEPO duvaTto. Av, evtouTolg, TAnoLlalel n wpa yLa tTnv
ETIOPEVN dOOT, INV AGBETE TN dOOT TIoU TTAPAAEiYaTe, AAAA CUVEXLOTE KAQVOVLKA TN
Beparneia. Mn dunAaoialete TIg d00ELG.

2.9 AvemulBupnteg eveépyeleq: Madl ye TIq emBUUNTEG EVEPYELEG, KABE PAPPAKO UTIOPEL va
TIPOKAAECEL KAl OPLOMPEVEG AVETILBUUNTEG EVEPYELEG
(mapevepyeleg). OL aveTlBuunTeg evepyeleg ano tn Anwn tou XEFO dev epgavifovtal oAU
ouxva, aAAd av eP@AvLoTouV Ba TPETIEL VA EVNUEPWOEL 0 yLaTPOg 0ag, yLa va 6ag dwoEL TLQ
arapaitnteg odnyieg. Ou o ouxveg (ouxvotnta 1-10%) aveTilBuunTeg EVEPYELEG TIOU
MTIOPEL VA EUPAVIOTOUV Eival avTOPACELG OTOV TOTIO TNG EVEONG, KOLALAKOG TIOVOG, vauTia,
CaAn, urtvnAia, TTOVOKEPAAOG Kat aiobnua
KOTIWONG. ZTAVLOTEPA KAl JE ouXVOTNTA PIKPOTEPN aTd 1 Y%, UTIOPEL VA EPPAVLIOTOUV
QVETILOUUNTE G EVEPYELEG, OTIWG:

Auotieyia, dLappola, BpopuPoKUToTIEViA, AEUKOTIEVIA, EPETOG, EPUBPOTNTA, iALYYOG, e§avenua,
Taxukapdia, epubnuatwdeg eavonua kat ducTivola.

2.10 Huepounvia AnEng tTou mpoiovTog:AvaypAdpeTal 0TO KOUTL. X€ TEPLTITWON TIoU N
nUeEpPoPNVia autn £xeL MAapeABeL unv XPNOLPOTIONOETE TO TIPOILOV. H XNuLKn Kat

(PUCLKT) 0TABEPOTNTA TOU ETOLPOU EVECLUOU BLAAUNATOG, £XEL ATtodeLXOel yla 24 wpeg o€
21°C(£ 20° C). At PLKPOBLOAOYLKNG ATOWEWG, TO ETOLPO EVECLUO dLaAupa Ba TIPETIEL va
XPNOLUOTIONOEL AUECWG META TNV TIAPACKEUN TOU. AV TO ETOLUO EVECLUO dLAAUpPa dev
XPNOLUOTIONOEL QUECWG NETA TNV TIAPACKEUT TOU, O XPOVOG Kal

Ol OUVONKEG armoBnKeUoNG TOU TIPLV TN XPNon €ivat eubuvn TOU yLaTPOU KAl Kavovika dsv Ba
TIPETIEL VA €lval TIEPLOCOTEPO ATIO 24 WPEG 0€ BEpUOKpaTia Yyuyeiou (2-8°

C), eKTOG av n tapackeun / apaiwon (K.A.T.) TOU £TOLUOU EVECLKOU dLAAUPATOG EXEL YLVEL OE
EAEYHEVEQ KL

a&LOAOYNUEVEG AONTITEG CUVONKECG.
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2.11 I3waitepeg PopUAAEELG YLa TN pUAAEN Tou TtpoidovTog:

Na arnobnkevetal o€ Bepuokpacia OxL avw ano 25° C.

To ¢pLaAidLo va puAayetal Jeoa 0TO XAPTLVO KOUTL TOU.

TOo £TOLPO EVECLPO BLAAUNA TIPETIEL VA XPNOLUOTIONOEL QUECWG JETA TNV TIAPACKEUN Tou. AV
dEV XpPNoLPoTionNBel aueowg, TPETIEL VA PUAAXTEL 0 Beppokpacia yuyeiou (BAETETE Anuua
2.10 6oov agpopd TO ETOLYO EVECLUO dLAAUNQ.

To XEFO xopnyeital yovo Pe LaTPLKn ouvtayn.
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