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NEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Tygacil 50 mg kovig yuo S1dAv e TPOG £yYLoN

2. IOIOTIKH KAI IOXOTIKH XYNOEXH

Kd&0e praridro Tygacil tov 5 ml mepiéyel 50 mg tryexvxhivng (tigecycline). ‘Enerta and v
avacvotoon, 1 ml tepiéyel 10 mg tryexvidivng.

Mo tov TAnpn KaTdloyo TV ekddywv, BA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
Kovig yia didlopa mpog Eyyvon.

[MoptokaAl k€K 1 KOVLIG.

4. KAINIKEX IAHPO®OPIEXZ
4.1 OgpamevTikég evoEileg

To Tygacil evdeikvutar og eviAIKeS Kot 6€ Tad1d NAKiag amd oKTd eTdV Kot dvo yio ) Bepomeio Tov
TaPOKAToO Aopméewv (PBA. Tapaypdeovg 4.4 kot 5.1):

. Emumieypévec Aoudéetg tov oéppartog kot Tov podakov popimv (cSSTI), eapovpévav tmv
roudEewv dafntikon moddg (PA. mapdypapo 4.4),
. Emumheyuévec evookohiaxég Aopuméeig (clAl).

To Tygacil Ba mpénet va, ypMGILOTOLELTAL LOVO OE TEPITTAOGELG OTOV AAAN EVOALUKTIKA avTIBlOTIKA
dev givarl kot AnAa (PA. mapoypdeovg 4.4, 4.8 kot 5.1)

Oa mpénet va, AapPfdvovtor v Gyt ot emioneg 0dNYieg Yo TNV opfdn xpnon TOV avTIoKTNPLOK®OV
TOPAYOVIOV.

4.2 Aocoloyia Kol TPOTOS YOPTYNONS

Aocoloyia

Evilikeg
H cvvietduevn do6on eivan pia apykn 06on twv 100 mg axorlovBoduevn amd S0 mg kdbe 12 mpeg,
v 5 émg 14 nuépec.

THouda kou épnfor (nhikiog 8 éwg 17 etv)

Modé nAwciog 8 €wg <12 etmv: 1,2 mg/kg tiyekvkhivig, xopnyobueva evooprepimg kabe 12 dpeg £mg
Kot TN péytotn 86om tev 50 mg kébe 12 mdpeg, yuo 5 £og 14 nuépsc.

"Eonpor nhikiag 12 émc <18 gtmv: 50 mg tryexvihivng kdbe 12 dpeg, yo 5 émg 14 nuépec.

H dubprera g Bepaneiog Oa npénet va kabopiletar amod ) Papvnta, T BEon T Aolpwéng Kot v
KAVIKT avTomokpion tov acbevoic.

Himaiouévor
Agv amaiteitol Tpocappoy”| g 60coAoyiog o€ nAKiopévoug acbeveic (PA. mapdypapo 5.2).



Hrotikn dvolertovpyio
Ye aoBeveic pe o £wg pétpla nratikny ovcAettovpyio (Child Pugh A xou Child Pugh B) dev
QTOLTEITOL TPOGOPLOYT TNG 00GOA0YING.

Ye aofeveic (copmeplopuPavopévey TOV TOdIATPIKGOV 0cBeEVAOV) e GoPapn NTATIKN SLGAEITOVPYi
(Child Pugh C), n 601 g tryexvihivig Ba mpémetl va pertoveton katd 50 %. H 66om otovg evijiikeg
0o pémer vo petmveton oto 25 mg kébe 12 dpeg puetd ™ d60m €pddov tv 100 mg. Ot acbeveig pe
cofapn nratikn dSvciettovpyia (Child Pugh C) Ba mpémet va axoiovBolyv ) Bepomevtikng aywyn pe
TPOCOYN KOl Vo TapakolovBodvtal yio Tnv aviamdkpion g Oepaneiog (PA. mapaypdeovg 4.4 Kot
5.2).

Negpixn dvoiertovpyio,
Agv amaiteitol Tpocappoyn e 60coAoyiag oe aoOeVEIg e veEQPIKT ducieitovpyio 1 o€ acbeveic Tov
vrofaAlovtal o€ alpodiion (PA. mapdypago 5.2).

THaoidratpirog ninBoouog

H acpdleio kor | amoterecpaticotnto tov Tygacil o maidid nikiog KATm tov 8 eTdV dev £yovv
tekunpwbei. Agv vdpyovv drabéoipa dedopéva. To Tygacil dev mpémel va ypnoylomoteitol o€ Tald1d
NAKiog KAt Tov 8 eTdv AdY® SuoYpOUOTIGHOD TV 006vTaVv (BA. Tapaypdeovg 4.4 kot 5.1).

Tpdroc yopynong

H tryexoicdivn yopnyeitar uovo pécm evooeréPiog £yyvong, ordpketag 30 émg 60 Aemtdv (PA.
mopoypaeovg 4.4 kar 6.6). H tryexvihivn Oa mpémet va yopnyeitol KoTd mpotiunon pe £yyvon
dupketag 60 Aemtdv og madiatpukovg acbeveic (PA. mapdypoeo 4.4).

Mo 001yiec OYETIKA pE TNV 0vVaGVOTOOT KOl 0PaimoT] TOV QOPUUKEVTIKOD TPOIOVTOS TPV amd T
xopNyNnon, PA. mapdypoeo 6.6.

4.3 Avtevosielg

Yrepevaicnoio 6tn dpacTiKn ovsia 1] 68 KATO10 amd T £K60Y TOV aVAPEPOVTUL GTNV TOPAYPLPO
6.1.

AocBeveig pe vepegvaicOnacia oty opddo TOV TETPUKVKAVIKOV aVTIPLOTIKOV UTopel vo Tapovuctalovy
vepevatctnoio otV TIyEKLKALVY.

4.4 EWkég TPOEOOTOU|GELS KU TPOPVAGEELS KATA TN (prion

Y& KAWVIKEC LEAETEG UE EMMAEYUEVEG AOUMEEIC TOV OEPUATOC Kol TOV poAak®dv popiwv (¢SSTI),
emmAeyéveg evookothokég Aoméelc (cIAI), Aopuméelg diapntikod moddc, VOGOKOUELNKT] TVEVUOVID
Kot 0€ HEAETEC e avOeKTIKA Tafoyova, Tapatnpninke éva apBunTikd pHeyaAdtepo T0GOGTO
BvntoTTag HeTaéy TV acevav mov EAaPav TIyeKLKAIVY, € GUYKPIoN UE Ta papuaka oOyKplong. Tao
aiTIo QVTOV TOV EVPNUATOV TOPAUEVOLY AyvmGeTa, OAAG 1) TTOYXOTEPT] OTOTEAECUATIKOTITO KO
ACQPAAELN EVAVTL TOV POPUAK®V CUYKPIOTNG TOV KAVIKOV LEAETAOV, OV UTOPEL VO UTOKAELIOTEL.

Emhoipwén

e Khvikég peréteg oe acbeveic pe clAL n kaBvotepnpévn emoOA®GN TOL YELPOVPYIKOD TPUVLATOG
éxel ovoyetiobel pe emhoinwén. ‘Evag acbevig mov avartdiccel kabvotepnuévn emovimon Oo tpémet
va Tapakorovdeital yio Ty avayvopion exthoipméng (PA. mapdypagpo 4.8).

O1 acBeveig oL OVATTOGGOVY EMAOIUMEELS KOl GUYKEKPLUEVO VOGOKOUEIOKT TVEVLLOVIE, (POIVETOL VO
ovoyetilovtar pe mtoydtepn EkPacn. Ot acbeveic Oa mpénet vo mapoakolovbovdvTal GTEVA Yl TV
avantuén emiopméewv. Eav petd v évapén g Oepomeiog pe tiyekvkdivn, mapotnpnbdet eotia
holpwéng extdc amd cSSTI 1 clAL Ba pémet va Aapfdavetor v’ OYv 1 EPAPUOYT EVOAAOKTIKNAG



avtyukpofrokng Bepaneioag,  onola £yl amoderyBel 0Tt elvan amotedecpatiky| oty Bepaneio Tov
GULYKEKPLLEVOD TOTTOV TG TAPOVGAG AOTHMENC(EDV).

Avoeulo&ia

Avaeura&io/avapuAakToedeic avTdpaoelg SuvnTika areinTikég yio T Lo, &xovv avapepbei ue v
Tryekvkdivn (BA. Tapaypdeovg 4.3 kot 4.8).

Hrotikn avemdpkela,

[epmtmoeic Nroatikng PAGPNC, KuPLOTEPU YOAOGTUTIKNG LOPONG, EXOVV avapepbel oe acbeveic mov
Aappdvovv Bepameia pe TiyekvkAiv), COUTEPIAAUPAVOUEVOVY KATOIOV TEPITTOCEDY NTOTIKNG
avendpkelog pe Bavatneodpa katdAnén. [oapott N nratikn avendpkelo umwopel va eppavictel o
acOeveic mov Aapfavovy Oepameia e TryeKVKAIVN AOY® TOV VIOKEIpEV®DY TaONGEDV 1
GULYYOPTYOVUEVOV POPUOKEVTIKGV TPOIOVI®YV, pia Thovr GUUUETOYN TG TIYEKVKAIVNG Ba Tpémet va
Aappdvetar v’ oy (BA. Tapdypapo 4.8).

Oudda TETPAKVKAWVIKOV OVIIBIOTIKAOV

H opddo t@v YAVKUAKUKAVIK®OV avTIBLOTIKOVY ivoil SOUIKA OO0, LLE TNV OUAS0, TOV TETPUKVKAIVIKOV
avtiplotikev. H tryexvihivn eivor mboavo va mtpokalécetl avemBounteg avtidopaoelg OUOLES LUE VTEG
™G OUAONG TV TETPUKVKAIVIK®V ovTIfloTik®v. Ot avemBOunTeg avTég avTIdpAcELg LITOopEl va
nmepthappdvouy emtogvaictncio, YeudooyYKo TOV EYKEPAAOV, TOYKPEATITION KOl OVTL-OVOPOALKN
dpdon, 1 omoia 00N yNce og avénpéva eninedo aldtov ovpiag aipotoc (BUN), almbapia, o&éwon kot
vreppwceatarpio (BA. Tapdypago 4.8).

Hoykpeatitido

O&ela maykpeatitida, 1 onoia propel va givar cofapn, £xel TapatnpnOel (cuxvoTnTa: O)L GLYVEC) O
ouvovaoud ue Bepameio pe tryekvkAivn (PA. mopdypoao 4.8). Oa npénel va eEetdleton ) Tepintwon
duyvaoong o&eiag moykpeatitidog o€ 0cbeveig o1 omoiot AapPdvovy TIyekvuKAIVY KOl 0VOTTOGGOVY
KAVIKG GUUTTOUOTO, onUeio 1] SL0TAPAYES EPYOUOTNPLOKAOV TOPAUETPOV, EVOEIKTIKMOV 0&eiog
naykpeatitidag. To meplocoTEPO OO TO OVAPEPOUEVE TEPLOTATIKA avamTOYONKaY petd omd pia
TovAdyiotov gfdopada Oepaneiag. Exovv avapeplel mepiototikd og acbeveic ywpig tnv mapovsio
YVOOTOV TOpayovI®mV Kivouvou yia maykpeatitida. Ot acBeveic cuvinbmg feltidvovtar PeTd )
dloKom NG TyeKLKAIVIG. Oa tpémetl va e€etdleTon To EvoeXOUEVO TG dloKOTNG TG Bepameiag pe
TIYEKVKAIVI GE TTEPIMTAOOCELS OV LILAPYEL VITOYia OTL ExEl avamTuyDel Taykpeatitida.

A0Topoyn TOV UNYOVICLOD THENC TOV OUULATOC

H tiyexorcdivn propet vo, mapoteivel tov ypovo mpobpoufivne (PT) kat tov xpodvo evepyomotuévNg
pepikng Opoppomractivng (aPTT). EmimAiéov, pe tn ypron TiyekukAivng €xetl avapepOei
vrotvwdoyovarpio. Xvvenmg, Oo Tpémel va TapakoiovBodviat ol TapdpeTpotl THENG TOV AHOTOS, OTWG
0 PT 1 dAAog kaTdAANAOC OVTITNKTIKOG EAEYYOG, CUUTEPIAAUPAVOUEVOD TOV VOI0YOVOD QUOTOG, TTPLY
amo Vv évapén g Bepameiog [Le TIYEKVKAIVI] KOl OE TOKTA SLGTALOTA KOTA T1 OEPKELD TNG
Oepamneioc. Zvviotdtol 1dtaitepn Tpocoyn o€ coPapd vooouvteg Kot g acbeveic mov emiong
YPNOWOTO100V ovTITNKTIKA (BA. TOpdypago 4.5).

Ymokeipeveg vocot

H eumepio otn ypfon g tryekvkAivig yio m Oepaneio Aopunéemv og acbeveic pe cofapéc
VIOKELLEVES VOGOLG €IVl TEPLOPIGLLEVT).

e KAwvikég dokipég cSSTI, o mo cuyvog TOTOG AomEE®mV Y10, TIG 0moieg o1 acbeveig Eaafav puépog
o pueAétn kot Elafav OepamenTIKy oywyn e TIyeKukAivn oy kuttopitida (58,6 %),
axolovBovpevn and peilova arootiuata (24,9 %). AcBeveic pe cofapn vrokeipevn voco, OT®G
QVTOL TTOL NTOV AVOCOKATESTOAUEVOL, a60eVElC Le MOUDEELS EAKDV €K KaTakAMoe®V I acbeveic Tov



elyav Aopnaéelg mov amaitovoav didpkela Oepaneing peyodvtepn tov 14 nuepadv (Yo mopdadetypa,
VEKPOTIK TEPITOVITION), deV EAafav pépog otn dokur. Evag mepropiopévoc apBpoc achevav eiye
evtay0el e moapdyovteg cuv-voonpotntog, 6mwe dapntng (25,8 %), mepipeptkn ayystokn vocog (10,4
%), evdopAEPila katdypnon ovoiag (4,0 %) kot Aoipmén HIV (1,2 %). Exiong, vrapyel meplopiopuévn
eunepia otn Oepaneia acbevav e cuvumdpyovca Baxtnploupio (3,4 %). Qg ek ToVTOVL, EPLOTATOL M
npocoyn 6tav vrofdrioviat o Bepaneio tétotol acheveis. Ta anoteAéopota oe pio peydAn pekét
o€ aobeveig pe Aolpnmén doPntikod T0d0g, £6€1EAV OTL | TIYEKVLKAIVI HTAV AYOTEPO ATOTEAEGLLOTIKY
Ot TO PAPLOKO GVYKPLIONG, CUVETMG, 1] TIYEKLKAIVY O GLVIGTATAL Y10 XPTOT| G€ VTS TOVG acheveig

(BA. mapdypapo 4.1).

e KAwvikég dokég pe clAl o mAéov cuyvog Thmog Aoméewv oe acbeveig mov Edafav Oepamevtikn
YY" PE TiyekukAiv ftay emmAeypévn okmAnkoewditida (50,3 %), akolovBovpevn amd e
SYVAOGELS 01 OTOIEC AVAPEPOVTOL ALYOTEPO GLYVA, OTMG EXTAEYUEVT] YoAokvaTiTd (9,6 %),
dtdTpnon eviépov (9,6 %), evdokoilaxo andotnua (8,7 %), d1dtpnon yooTptkod 1
dwdekadakTuAkoy £dkovg (8,3 %), meprtovitida (6,2 %) Kot emmAeypévn ekkoAnopatitida (6,0 %) .
Amo tovg acBeveic avtovg, To 77,8 % elyav xepovpykd £kOmAn meptrovitida. Yanpée Evog
TEPLOPIOUEVOC aplOUdC aoBevav pe cofapt) VIOKEIIEVT VOGO, OTMC 0VOGOKOTEGTAALEVOL 0GOEVELS,
acBeveic pe pabporoyio APACHE 11 > 15 (3,3 %) 1 1e xepovpytkd £xdnio TOAAATAG EVOOKOIALOKE,
arootnuata (11,4 %). Eniong, vrapyel meplopiopévn euneipio otn Oepomeio acbevov pe
ouvurapyovca Paktnploic (5,6 %). ¢ €k ToVTOV, EQLOTATAL 1| TPOGOYN OTOV LITOPGALOVTOL OE
Oepoameio TéT0o101 0IoBeVEiC.

Oa wpémet va, eEeTAleTaL TO EVOEYOEVO TNG YPNONG GVVOLOCUEVNS avTIBaKTnplakng Oepareiag, 6tav 1
TryekvkAiv pdkettar vo xopnynOei oe Papémg maoyovteg acbeveig pe clAl, mg cuvémeio KAMvikd
TPOPAVOVG JIATPTONG TOV EVIEPOL 1) G€ acBeveic pe apyouevn oy 1 onrtikn katomAngio (BA.
napdypoeo 4.8).

H enidpaon ¢ yoAdeTaoNS 6T QOPUAKOKIVITIKT TNG TIYEKVKAIVIC dev éxel mANnpac eEaxpiPwbei.
H amékkpion péom g xoAng aviumpoownevetl 1o 50 % Tng GLVOAIKNG OMEKKPIONG TNG TIYEKVKAIVNIG.
Q¢ ek TovTOV, acbeveic Tov Tapovoidlovy yohdotaon Oa Tpénel va TopokolovdovvTal GTEVA.

"Exet avapepel yeudopepfpavdong KoAiTIdo e OAOVS GYEOV TOVG AVTIPOKTNPLOKOVG TOPAYOVTES, M
omoia umopei va mwoikidiel og Papvnto amd NI E0¢ Kot amenTikn yuo ™ {on. o to Adyo avtd,
elvar onpoavtiKo va Aapupavetatl v’ oyt 1 didyvoon avth o€ acbeveic Tov mapovsidlovv didppoia
KT T O14pKeE 1 HETE TN YOPTYNON OTOL0VONTOTE AVTIRaKTNPLOKOV TTapdyovTa (BA. Tapdypapo
4.8).

H ypnon g tryexuihivng prmopet vo TpoKaAESEL LIEPAVATTVEN TOV UN VAICHNTOV 0PYAVIGUOV,
ocvunepropPavopévev tov pokntov. Ot acbeveic 0o Tpémel va Tapakorlovbobvtol 6TEVE, KOTA T
duapkela g Oepameiog (PA. mapdypapo 4.8).

ATOTEAEGLOTO LEAETMV TNG TIYEKVKAIVIG GE apovpaiovg £S€1E0V SVoYPOUOTICHO TV 00TV, H
TryekvkAiv pumopel vo oyetiletor pe pOVIHLo SVGYPMUATICUO TV 03OVTOV 68 avOpOTOLS E0V

ypnoworoindet Katd tnv avamtuén Twv 0doviov (BA. mapdypagpo 4.8).

Hodrazpucdc TAnOvopdc

H rhwvicn epmepia 6cov apopd ) xpnon g TryekukAivig yia tn Oepaneio Aoudéemy ot

oo TpIkoe acbeveic nhikiag 8 eTdv kot dve givar ToAD meproptopuévn (BA. Tapaypdpovg 4.8
kat 5.1). Katd cvvéneia, 1 xpnomn g oe mtaudid Oo mpénet va meplopiletan 68 KMVIKEG TEPIMTMCELG
oMoV dev VIAPYEL dlBEc1un Kapio GAAN evodllakTik ovTifaxtnploxn Bepaneio.

H vavtio ko 0 £uetog cuvieTohy TOAD GUYVES AVETIOVUNTEG EVEPYEIEG GTO TOOLN KOl TOVE EPMPOVG
(BA. mapdypago 4.8). O TPEMEL VoL EMOEIKVIETAL TPOCOYN Y1 TO eVOEYOUEVO 0puddTmonc. H
TIyeKLKAIVY Ba Tpémet va yopnyeitan katd Tpotiunomn pe Eyyvon dudpkelag 60 Aentmv o€
modaTpIKog acheveic.



Kot\axo dAiyoc avapépetal ouyvd o€ modid, OTmG Kot 6Tovg eViALKeS. To Kothakd dAyog pmopet va
amoTeLEl EVOEIEN TAYKPENTITIONG. € TEPIMTOOT TOL TAPOVCIACTEL TayKpeUTiTION, 1) Ogpameia pe
TryekvkAivn Oa mpémet vo, d1oKomel.

Oa mpénel va TapaKoAoLOOVVTOL TA AMOTEAEGUATO TOV SOKILOCIDY NTOTIKNG AEITOVPYIOG, Ol
TOPAUETPOL TNENG, Ol ALULOTOAOYIKEG TOPAUETPOL KO TOL EMITESQ OUVAGCONC Kol MTdiong TPy omd TV
évapén Bepameiog pe TryeKvuiAivn Kot o€ TakTIKn Pdor Katd tn didpkela tng Oepaneiog.

To Tygacil dev mpénel va ypnoyonoleital 6€ maldld NAKiag KOTm TV 8 £TdV, A0y EAMAEYNC
OEOOUEVOV ACPALELNG KOL ATOTEAEGLOTIKOTITOG Y10 OVTHY TV NAIKLOKT OGS0 KoL ETEWON M

TIYEKLKAIVY pumopel vo cuoyetiletal pe HOVIHo duaypoUaTIoid TV 0d0viev (BA. Tapdypapo 4.8).

ITAnpoopicc oyeTikd pe o EKS0Y0.

To Tygacil mepiéyel Myotepo amd 1 mmol vatpiov (23 mg) ava 5 ml droddpatoc. Or acBeveig mov
axoAovBolv diatta pe yopnAn TpOcANYT voTpion WwopolV vo EVIUEPOVOVTIL OTL AVTO TO
(OPLOKEVTIKO TTPOTOV EIval OVCLOOTIKA «EAELOEPO VaTpiovy.

4.5 Almiemopacseic pe GALo QUPUUKEVTIKA TPOIOVTE Kol GAAeS popPES aAANAETIOPAONG
Meléteg aAlnAemdpaoemy £xovv TpayHoTono el LOVO o€ EVAAIKEG.

H ovyyopnynon g tryekvkAivng kot g Papeapivig (25 mg gpdamal d6ong) o€ vy dToua giye ¢
arotéleopa ) peimon g kdbapong g R- Bapeapivng kar S- Bapeapivng katd 40 % kot 23 %, kot
o avénomn g AUC xotd 68 % kot 29 %, avtiotorya. O unyoviopog autig g oAANAETidpaong dev
éxel dtevkpvicBei. Ta dra0écio dedouéva deV KOTASEKVIOVY OTL 1] AAANAETIOPOIOT] OLTH UTOPEL VOl
TPOKAAEGEL ONUAVTIKEG aAAaYEC 6T d1eBvn opolomoinuévn oyéon (INR). Evtovtolg, dedopévou ot
TIYEKVKAIVY pmopel vo Topateivel To6o to ypdvo mpobpopfivng (PT) 6co kot to ypodvo
gvepyomomuévne pepikng OpouPoriactivig (aPTT), ol oyetikoi Edeyyot tng méEng Oo mpénet va
TopoKoAOLOOVVTOL GTEVA OTAV 1) TIYEKVKAIVY cuyyopnyeitar pe avtmnktikd (BA. Tapdypago 4.4). H
Bappapivn dev ETNPENCE TO POPLOKOKIVITIKO TPOPIA TNG TLYEKVKAIVIG.

H tryexvrciivn de petaforileton extevac. ¢ €k TOVTOV, 1 KAOAPOT TNG TIYEKVKAIVIC OEV avauEVETOL
Vo ETNPENCTEL O SPACTIKEG OVGIEG 01 0TOlES OVACTEALOVV 1] EXAYOLV TN SPACTIKOTNTO TOV
wwopopedv Tov CYP450. In vitro, n TiyekvkAivn dev amotedel 00TE AVTOYOVIOTIKO AVOGTOAEN OVTE UN
avaoTPEYLUO avaoToAén TV eviouwy tov CYP450 (PA. mapdypago 5.2).

H tryexvichivn 6t cvvietopevn docoroyia dev ennpéace o puBpd 1 v £KTaon TG omoppoOPNnoNgs, N
kdOapong e dryo&ivng (0,5 mg akorovBovpeva amd 0,25 mg nuepncing) dtav yopnyndnke oe vyieig
evnAkec. H dryo&ivn dev ennpéace 10 QapuakoKvnTikd Tpogil TG TIYEKVKAIVIG. ZUVETMC, dEV Eival
OTOPOLTNTN 1 TPOGAUPLOYT TNG 00GOA0YING OTAV 1) TIYEKVKAIVY yopnyeital pe dryosivn.

H towtoypovn xoprynon avtifloTikdy e oo ToV GTOUNTOC OVTIGVAATTIKG UTOPEL VO, KOTOGTNGEL TA,
07T0 TOV GTOUOTOC OVTICVAANTTIKA AYOTEPO OMOTEAEGUOTIKAL.

H tontoypovn xopfiynomn tryekukAivig Kot ovasTOAE®Y KAAGIVEVPIVIG, OTMC TO TOKPOALOVS 1 N
KUKAOGTOpPivY, UTopel vo, 0dNyNoEL 6€ 0OENGT TV EAGYIOTOV GUYKEVTPMGEDMY TMV OVOCTOAEWDV
KOAGIVELPIVIIG GTOV 0pd. ZUVENMOC, Ol GLYKEVIPMGELS TOV OVOCTOAEN KAAGIVELPIVIG GTOV 0pd Bal
TPETEL VO, TOPOKOAOLOOVVTOL KOTA T dldpKeLo TG Ogpameiog Pe TiyekvKAiv, Yo TNV amoTpomn

TOEIKOTNTAG TOV PAPLLAKOV.

Bdoet piag in-vitro pelétng n tiyekvkdivn givorl vrootpopa g P-gp. H cuyyoprynon avactorlémv
g P-gp (m.y. xetokovaloAn 1 kukAocmopivn) 1 enayoyéwv e P-gp (m.y. prpaumikivn) Oa pmopovoe
VO EMNPEAGEL TNV POPUAKOKIVITIKT TNG TIYeKVKAIVIG (BA. Tapdypago 5.2).



4.6 Tovipotnra, KMo ko yorovyio
Kvnon

Agv vrdpyovv M elvar TEPLOPIGUEVOG O aPLOUOG DESOUEV®V OO T YPTON TNG TIYEKLKAIVIG O€ £YKVES
yovaikeg. Meléteg oe {da £6e1&av avomapaymykn to&uotnta (BA. mapdypapo 5.3). O evdeydpevog
Kivouvog Yo Tovg avOpmmovg givar dyvootoc. Otmg ivol Yoot Yo TV OUddo, TOV TETPAKVKAVIKOV
avTIBLOTIKGV, 1) TIYEKVKAIVI Umopel EMioNG VoL TPOKAAESEL LOVILEG 000VTIKESG PAAPES
(dvoypouatiopds kot PAAPES TG adapovTivig) Kot Lo KaBuoTEPToN OTIG S10dIKAGIEG 0GTEOTOINGG
oto EuPpva wov extifevtan evtog TG UNTPag (in utero) Katd tn SLOPKELN TOV TEAEVTOIOV GOV TNG
KONOoNG Kot 6€ Tod1A NAKING KAT® TOV OKTM ETOV AOY® TOV EUTAOVTIGLOD TOV I0TOV UE UOPECTIO
VYNA00 pOUOY HETAPOAMGLOD KOl GYNUATIGUO YNAIK®Y cupmieypdtov acPeotiov (BA. Tapdypapo
4.4). H tryexokiivn dev mpémet vo, p1OLLOTOIEITOL KOTA T SIGPKELD TNG EYKVIOGVVNG EKTOG €AV M
KAVIKN KaTtdotaon ¢ yuvaikag amottel Oepameio e Tryekvukiiv.

Oniacudg

Eivar dyvwoto edv n tiyexvxhivn/petafoliteg exkpivovral oto avBpamivo yaia. Ta dtabéoipa
dedopéva og (ma £0e1&av améKkpion TG TiyeKvKAIvng/puetafoitdv oto yaa (BA. mapdypapo 5.3). O
Kivouvog i ta veoyEvvnta/Ppéen dev uropei va amokAeiotel. [lpénel va anopaciotei eav o dtakomnel
0 Inhaopog 1 Ba dwokomei/amoeevybei n Oepameia pe TryexvrkAivn, Aapfdvovtag vIdYn T0 OPEAOG TOV
OnAoaopov Yo o Todi Kot 1o 0perog TG Bepameiag yio T yovaika.

Tovipdtto

O1 emdpAcELg TNG TLYEKVKAIVNG 0T Yoviudtnta o€ avBpmdmovg dev €yovv peketndel. Mn kAvicég
UEAETEC OV OleEVEPYNONKAY LE TIYEKVKAIVY GE apovpaiovg dev Katadelkvhouy emtPAUPElC emdpaoelc
AVOQPOPIKA LUE TN YOVILOTNTO 1] TNV OVOTOPAY®YIKT 0ddooT). e OnAvkolc apovpaiovg, dev vanpéov
emdpdoeic oyeTi{ONEVES LIE TNV 0LGIN OTIS MOBNKEG 1] 6TOVLG KHKAOLG 0loTpoL o€ ekbéoelc £wg kot 4,7
QopEc TG avOpdTIvN G NuepNotag 06ong pe Paomn v AUC (BA. mapdypago 5.3).

4.7 Emdpdosic otV IKAvOTNTA 001]71]161G KL YEPIGHOV UNYAVILATOV

Mmnopei va epeoviedei CoAn, yeyovog Tov Umopel va £xelL EXiOPAOT] GTNV 001 YNGT KOl GTO YEPICUO
punyovnuatov (BA. Tapdypapo 4.8).

4.8 AvemOOUNTES EVEPYELES

[IepiAnymn Tov TPoEIA acQaAEiC

O cvvoAkog apBuog acBevav pe cSSTI kot cIAI Tov akolobOncav aymyn pe TryekvKAIVN KaTd T
dbpkete KAMvik@v peretav ddong 3 kot 4 rav 2.393.

2T1C KAWVIKEC SOKIUEG, 0L TAEOV GUYVEG GYETILOUEVEG LE TO PUPHOKEVTIKO TPOiOV avemOOUNTEC
avTIdpdoelc mTov epeaviotnkay NTav avaotpéyiun vavtia (21 %) kot éuetog (13 %), Ta omoia
ocuvnbmg eppavifovtay vopic Katd tig Tpdtec nUEPEg TG aywyng (Muépeg 1-2) Kot fTay YEVIKA HTio 1
UETPLOL ¢ TPOG TN PopdTNTd TOVG.

Ot avemBOuNTES EVEPYELEG TOL OVAPEPONKAY [LE TNV TIYEKVKAIVY, GUUTEPIAAUPAVOUEVOV OVTMV OO
KAMVIKEC OOKIUEC KO TNV EUMELPIN LETA TNV KVKAOQOPi TOV TPoTdvTog GuVOWiLovTal GTOV TUPOKATMD
mivooL:



ZUVOTTIKN MoTO, TOV aveETOOUNTWOV EVEPYELDV

Koatnyopia/Op | IIohd cvyvég | Toyvég Oy ovyvég Yravieg Mn yvootég
YOVIKO >1/10 >1/100 £0c<1/10 | > 1/1.000 ¢c0g | = 1/10.000 éc0g | (0€V pmopovv va.
oot <1/100 <1/1.000 exTiun0ovv pe
paon to owbdicipa
0goouéva)
Aoudéeig kot ONYN/ONTTIKN
TOPOCITOCELS rkatomAnéia,
mvevpovia,
ondoTnpa,
Aowméelg
Awtapoyéc tov TOPOTETOUEVOG OpopPomevia, | vroivewdoyovarp
OLOTTOUTIKOD YPOVOC avénuévn o
KoL TOV EVEPYOTOUNUEVNC debvng
AELPUCOD HEPIKNG OLLOAOTTOUNUEV
GLGTNLOTOG Opoppomractivig n oxéon (INR)
(aPTT),
TOPOTETOUEVOG
xpOvog
wpoBpouPivng (PT)
AwTopayéc Tov avaeoiagio/
OVOCOTOW|TIKOD AVOQUAAKTOEDELG
GLGTNLOTOG avtdpdoeic (PA.
mopaypaeovcs.3
Kot 4.4)
Awtapoyéc tov VIOYAVKOLa,
uetafoiiopon VIOTPOTEIVOLULiT
Kot g Opéyng
AwTopayéc Tov CaAn
VELPIKOV
GUOTNLOTOG
Ayyelaxég QAePiTdn Opopfoplefitt
dlaTapayés oo
Awrtopayég Tov | vavtia, KOWAL0KO GAYOG, o&eia
YOGTPEVIEPIKOD | EUETOG, dvomeyia, avopebio | Taykpeatition
dppota (BA.
ToP&ypapo
4.4)
Awotapoyéc Tov ovénuévn iktepog, NTOTIKN
NTATOG KOl TOV OOTOPTIKY| NTATIKN avemdprea” (PA.
YOANPOP®V apwvotpavoeepdon | PAAPT, Kupimg mopaypapo 4.4)
(AST) otov 0pd KO | YOAOGTATIKY
avdnpévn
QPVOTPAVOPEPEON
NG QACVIVIC
(ALT) otov opd,
vrepyolepLOpVALL
io
AwTopayéc Tov Kvnouog, eEavonua cofapég
SEPLOITOC KO OEPLOTOLOYIKEG
TOV VTTOJOPLOV avTIdpacelc,
16700 ocvuneplopfoavoué

VOU TOV GLVIPOUOV
Stevens-Johnson”




Kotnyopia/Op | IIohd cvyvég | Toyvég Oy ovyvég Yravieg Mn yvootég
YOVIKO >1/10 >1/100 £0g<1/10 | > 1/1.000 éog | = 1/10.000 £0g | (0gv pmopovV va.
ocvoTNNO <1/100 <1/1.000 ekTiun0ovv pe
paon Ta Swwbdéopa
dgoonéva)
Tlevikég Kafvotepnpév QAEYHOVI TNG
dloTapayEc Ko €MOVAMOT), Béomg éveon,
KOTOOTUCELS avtidpaon g GAYOG TG
NG 000V 0¢omng éveong, 0éomg éveong,
xopNynong Kepaiolyio oidnua g
0éomg éveong,
QAeBiTIdN TNG
0éomng éveong
IMopaxivikég AvEnuévn apoidon
g€etdoelg oToV 0p0, aVENUEVO
amto ovpiog
aipatog (BUN)
"Avem@Oun T avtidpaon 6To EAPLAKO TOV EVIOTIGTNKE PETE TNV KLKAOQOPIo, TOV TPOidVTOE GTHV 0yopd

[Ieprypa@n emAeyUEVOV OVETIOOUNTOV EVEPYEIDV

Emidpdoeis e oudadag twv avufiotikmy

Yevdopepfpavmodng koAitida 1 onoio propel vo TotkiAdel o€ fopdTnTa omd Mo MG KOl OTEIANTIKN
v ™ Con (BA. mapdypogo 4.4).

Yrepavantoén tov pun evaictntov opyavicpodv, COUTEPIMAUPBAVOUEVOY TV LUKITOV (BA.
mopdypoeo 4.4).

Emidpdoeic s ouddag twv tetporvkiivov

H opddo t@v yAVKUAKUKAVIK®OV avTIBLOTIKOVY ivoil SOUIKA OO0 LLE TNV OUAS0, TOV TETPUKVKAVIKOV
avtilotikedv. Ot avemBounTeg avtidpaoelc g opddag TV TETPAKVKAIVAOV UITOPEl va TepAapfivovy
pmtogvatsnoia, Yevdoodyko TOV £YKEPAAOV, TAYKPEATITION KOl AVTI-OVOPOALKT OPAGCT) 1| OO0
odnynoe o€ avénuéva, emineda aldtov ovpiag aipatog (BUN), almbapio, o&éwon kot
vrepeoceataio (BA. Tapdypago 4.4).

H tryexvrciivn umopei va oyetiletar pe Lovipo SueypouaTicud Tov 0oVTIOV 0V xpnotuonombel katd
™V mEPiodo avamTuéng Tmv doviimv (PA. Tapdypapo 4.4).

e Khavikég peréteg @aong 3 ko 4 yio cSSTI ko cIAL ot oyetildpeveg pe AoumEeig coPapés
AVETOVUNTEG AVTIOPAGCELS OVOPEPOVTOV UE LEYUADTEPT] GLYVOTNTA GE ATOUO TTOV EAUPOV TIYEKVKAIVY
(7,1 %) évavti tov eapudkmv ovykpiong (5,3 %). Hapoatnpinkay onpuavtikéc S10popic ot
onyn/onntiky Katamin&io pe TryekvkAivn (2,2 %) évavtt tov poppdkov ooykpiong (1,1 %).

Awrzoapayéc e AST ko e ALT og acbeveic otovg omoiovg yopnyndnke aywyn e TuYEKVKATV
avaeépOnKav cuyvotepa ot petadepamevtikn mePiodo o oyéon pe acbevelg aTovg omoiovg
xopNYNOMNKE ay®yn He pAPLOKO GOYKPLIGNE KOl GTOVG OTTOIOVE O TOPATAVE® SLOTOPAYES ELPAVIGTIKOV
O GLYVA Katd TV Ttepiodo g Oepomeiog.

g OAeg TIC KAWVIKEG PEAETEG (Y10l EMTAEYUEVEG AOUMEELG TOL SEPLOTOC KO TOV LOAOKOV HLopiov
(cSSTI) kot emmheyuéveg evookothtakég Aouméelg (clAl)) daong 3 kar 4, Oavotog emnAbe oto 2,4 %
(54/2216) tov acbevav mov EhaPav TryekvkAivn kat oto 1,7 % (37/2206) tov acevav mov rafav
OpPOOTIKA QPAPLOKO GUYKPLOTG.



Hodratpikdc TAnfuvoude

AT 300 QOPUOKOKIVITIKEC LEAETEG EYvay dafETTiLo TOAD TEPLOPIopEVAL dEdOUEVE ao@aAeiag (BA.
mopaypopo 5.2). Aev mapatnprinke Kapio véa 1 aTpocdOKNTI OVNGLYI0 CXETIKA LE TNV ACPAAELD LE
TNV TIYEKVKAIVY G OVTEG TIG LEAETEC.

Y& U0, aVOIKTAG ETICNULOVOTG QOPUOKOKIVITIKT UEAETN, YopTynong dmoé avavouevng 66omng,
dlepeuvnOnKe 1 aoPAAELD TNG TIYEKVKATVNG 6€ 25 modid nAkiog 8 £m¢ 16 eT@v oL €lYav ovappOoEL
TPOcPATO oo AOWMEELS. To mpoih avemBOUNT®V EvEPYELDV TG TIYEKVKAIVIG GE avTd Tl 25 dToua
NTAV YEVIKG TOPOUOLO LIE EKEIVO TV EVIAIK®V.

H aocpddelo g tiyexukdivng diepguvninke eniong oe o QOPHOKOKIVITIKT LEAETN OVOIKTNG
EMGNLLOLVONG, YOPNYNONS TOAAATADY av&avopevmv d0cemv, o€ 58 mandid niwkiog 8 émg 11 etdv pe
c¢SSTI (n=15), cIAI (n=24) 1} Tvevpovia and v kowotnta (n=19). To Tpoil avemiBdountov
EVEPYEIDV TNG TIYEKLKAIVIG 6 0T Tl 58 dTopa NTOV YEVIKA TOPOUOL0 UE EKEIVO TV VMKWV, LE
e€aipeon m vavtia (48,3 %), tov €ueto (46,6 %) kot To avénuéva enimeda Mmdong otov 0po (6,9 %),
Ta. omoia wapotnPHONKaY Le HEYOADTEPT CLYVOTNTO GE TAOLA TOPE GE EVAMIKEG.

Avo@opd THovoAoyoduEVeVY avemBOUNTOV EVEPYEIDV

H avagopd mibavoroyoduevmv avemtdOuntov evepyetmv LETd amd TN yopnynon adeiog kukiopopiag
TOV QUPUOKELTIKOD TPOIOVTOG elvan onpavtikn. Exitpénet tn cuveyn mopoakoiovdnon g oyéong
0PEALOVG-KIVODVOL TOV PAPUOKEVTIKOD TPOIOVTOC. Znteitan and Toug enayyeAaties vyeiog va
AVOQPEPOVY OTTOIEGONTOTE TOOVOAOYOOUEVES OVETLOVUNTEG EVEPYEIEG LEGD TOVL EOBVIKOD GLGTILOTOG
avagopdg mov avaypdeetal oto [Hapdptua V.

4.9 Ynagpodocoroyia

Agv vLapyovV e101KEG TANPOPOPIES Y10l TV AVTIUETOMION TNG VIEPdOcoA0YiaG. EviopAéPia yoprynon
NG TIYEKVKAIVNG o€ Lo povi 0601 tv 300 mg evtog 60 Aentdv og vyielg eBeAovTéC elye ¢
amoTELEC O 10, AVENUEVT] GLYVOTNTA EUGAVIOTG VavTiog Kot euétov. H tryexuichivn dev
OTTOUOKPOVETOL GE OTUOVTIKEG TOCOTNTEG LEGH TNG ALOSTOAMONC.

5. ®APMAKOAOI'IKEZXZ IAIOTHTEZ

51 ®oppokodvvopIkés 1OW0TNTES

Ddappokobepanentikn Katnyopio: AvIBaKTploKd Yo GUGTILOTIKY XPTOT], TETPUKVKAIVES, KMOKOG
ATC: JO1AA12.

Mnyoaviopog dpdong

H tryexorcdivn, éva avtiplotikd g opddos TV YAVKUAKVKAIVOV, GVOGTEALEL TV TPOTEIVIKY
HeTaPpooT ot PaKTipla LEC® TNG GVVOESTC TNG oTr| pocwuikn vrroopdda 30S Kot TG ePOYNG TNG
€16000V TV popimv Tov apvo-akvd tRNA ot 8éon A tov pipocdpatoc. 'Etot amotpénetor n
EVOOUATOOT TOV AUIVOEETKMOV VITOAEIUUATOV EVIOC TOV EXUNKVOUEVOVY TETTIOKMY OAVGIO®V.

I'evikd, n tiyexvkkivn Beopeitor Baktnplootatiky. Xe eninedo 4 popég TNV EAGYLIOTY OVACTOATIKY
nmokvotta (MIC), mtapatnpidnke pia peiowon 2-log otov apBud amowidv e v TryeKvKAivn Evavt

tov Enterococcus spp., Staphylococcus aureus ko Escherichia coli.

Mnyovioudc avtoyne

H tryexorciivn umopei va vtepviknoetl Tovg 600 KHPLOVG UNYOVIGUOUE aVOEKTIKOTNTOG TOV
TETPOKVKAIVAV, TN PIOCOUIKN TPOGTAGIO Kot TO UNyovicpd amoBoAng tov aviifrotikov. ‘Exet povel
dtaotowpoduevn avtoy eTaEd TV OVOEKTIKOV GTNV TIYEKVKAIVI Kol TOV avOEKTIKGOV 0N
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LVOKVKAIVY otedeymv Enterobacterales Moym aviMav amofoing moilvaviektikotntag (MDR). Aev
VILAPYEL SLOOTOLPOVUEVT avTOYXN e Pdom TV TEPLOYN-OTOYO HETOED TNG TIYEKLKAIVIG Kot TV
TEPICCOTEP®V OULASDY OVTIBLOTIKMDV.

H tryexvicdivn givat eGA®TN OTIG YPOUOCOUIKA-KMOTKOTOUNUEVES Y10l TOAVOVVAUES OVTALES OTOPOANG
TtV Proteeae kon g Pseudomonas aeruginosa. Ta maBoyova e owoyévelag Proteeae (Proteus spp.,
Providencia spp. kaw Morganella spp.) gival yevika Ayotepo gvaicOnta oy Tryekvkiivn o oyéon e
Ao péAn tv Enterobacterales. H petopévn evacOncio kot otig Vo opddeg £yl amodobei otnv
VIEPEKPPOOT] TNG U EWOIKNG Y10 TOAAG Aappoka avTAiog evepyntikng ekpong AcrAB. H peiopévn
evatoOnoia Evavtt tov Acinetobacter baumannii el amod00el GTNV VLEPEKPPACT TNE OVTAILOG
evepynrikng ekpone AdeABC.

Avtifaktnploxn dpoctnpldtnTo 6€ GLVOVAGUO PE GAAOLE OVTIBAKTNPLOUKOVC TTAPAYOVTIES

Xg in vitro NeAETEG, OMAVIQ TOPATNPEITOL AVTAYOVIGUOG LETAED TNG TIYEKVKAIVNG KOl GAA®V KOV
YPNOUYLOTOLOVUEVOV KOTIYOPLDY OVTIBLOTIKOV.

Opuo svoucOnoiog (breakpoints)

Ta 6pra evaicOnoiog tng eAdyiotng avaostaitikng Tukvotntag (MIC) énwg kabopicOnkov amd tnv
European Committee on Antimicrobial Susceptibility Testing (EUCAST) éxovv wg €€ng:

‘Opro svaonoiog EUCAST

[MaBoyovo Opro svarstneiog EAdyiomg Avactortikng [Mukvotnrag (MIC) (mg/L)
<S (EvaicOnto) >R (AvOeKTIKO)
Enterobacterales: <0,5 >0,5

Escherichia coli xou
Citrobacter koseri: "

Staphylococcus spp. <0,5 > 0,5
Enterococcus spp. <0,25 > 0,25
Streptococcus opddeg A, B, <0,125 > 0,125
Cxkau G

(MTa ta GAAo Enterobacterales, 1| SpactikdTNTO TNG TIYEKVKAIVIC TOUKIAAEL AT AVETOPKHC OTOL
Proteus spp., Morganella morganii xou Providencia spp. €éw¢ petafint og dhio €10n.

Mo avaepdPia faxtipia VTAPYOLY KAVIKA GTOXELD ATOTEAEGLATIKOTITOC GE TOAVUIKPOPLOKEG
EVOOKOIMAKEG AOUMEEIC OAAG deV LVITAPYEL Kapio cuoyétion petoéd tov Tuav MIC, tov PK/PD
dedOUEVOV Kot TNG KAVIKNG €kPaomng. €2g ek TovToL, dev £rovv kKabopiobel dpla vaicOnaciog
(breakpoints). ®a mpénet vo onuelwbei o1t o1 katovopéc v MIC tov opyovioudv oto yévn
Bacteroides kot Clostridium givan gvupeiec kot pmopet va, mepthapudvovy Tipéc dveo tov 2 mg/l
TIYEKVKAIVIG.

Yapyovv mEPLOPICUEVA GTOLXELD KAIVIKNG OTOTEAECUATIKOTITOG TG TIYEKVKAIVIC £VAVTL TOV
EVTEPOKOKK®V. 2GTOGO, TOAVIIKPOPLOKES EVOOKOIALNKEG AOUMEELS OElYVOLV VO OVTOTOKPIVOVTOL OTY|
Oepameio pe TLYyEKVKAIVY 08 KAMVIKEG OOKLUES.

EvaisOneio

H emkpdnon g exiktnng avioyng UTopel va TOKiAAEL YEOYPOQIKE Kol YPOVIKE Y10, ETAEYUEVQ,
€101 Ko TANPOPOPIES TOTIKOV YOPUKTIPA GYETIKA e TNV avToyn sival emiBountéc, Waitepa yio
OepamevTikn] avIHET®TION GoPapadv Aouméemv. Epocov kpivetar amapaitnto, Oo tpémet va
avalnrteitol 1 cuPPovAN €181KOD OTAV 1) TOTIKY| ETITTMOCN TNG OVIOYNG EIVOL TETOD MOTE M)
YPNOWOTNTO TOL QOUPLAKOV GE TOVAGYIGTOV OPIGHEVE, €N AoudEemv va eivatl apeiofntoun.
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IHaBoyovo

Yovi0mg gvaicOnTa €ion

Ocetikd katd Gram Agpofia

Enterococcus spp.t

Staphylococcus aureus™

Staphylococcus epidermidis

Staphylococcus haemolyticus

Streptococcus agalactiae™

Oudda Streptococcus anginosus* (counephapfavouévav S. anginosus, S. intermedius ko1 S.
constellatus)

Streptococcus pyogenes*

Viridans group streptococci

Apvntikd katd Gram AgpoPia
Citrobacter freundii*
Citrobacter koseri
Escherichia coli*

Avaepofuo

Clostridium perfringenst
Peptostreptococcus spp.T
Prevotella spp.

Eion ywo To omoia 1 EmikT TN 0VTOY1] PTOPEL VO amoTeLEl TPOfAinna

Apvnrikd kotd Gram Agpdfia
Acinetobacter baumannii
Burkholderia cepacia
Enterobacter cloacae™
Klebsiella aerogenes
Klebsiella oxytoca™

Klebsiella pneumoniae*
Stenotrophomonas maltophilia

Avaepéfo
Bacteroides fragilis groupt

2VYYEVAS AVOEKTIKOL HIKPOOPYUVIOUOL

Apvntikd katd Gram Aegpofuo
Morganella morganii

Proteus spp.

Providencia spp.

Serratia marcescens
Pseudomonas aeruginosa

* vmwodnAdveral £i00g EvavTl Tov omoiov 1 dpacTikOTNTa Be®peitar 6Tt £yl KoTaderyOel tkavomomTikd
0€ KMVIKEG LEAETEC.
T PA. mapdypago 5.1, Opia evaicOnoiag (breakpoints) napamdve.

Kapduakn Hiektpo@uoioroyia

g 10 TUYOOTOMUEVT], EAEYYOLEVT] LE EIKOVIKO QAPUAKO KOl OPOCTIKH 0vGioa, 6185001k
dtaoTowpoduevn LEAETN TEGGAPOY okeA®V Tov QT o€ 46 VYN dToua, dev eviomicTnKe Kouio
onuavtikn exidpacn oto ddstnuo QTc katd tn yopnynon piag draf evéopAEPiag 606MG TLYEKVKAIVIG
50 mg 1 200 mg.

Hondrazpucdc TAnOvopdc

g o LEAETN AVOIKTHG EMCTLOVGT|C, XOPTYNONG TOAAATA®Y ov&avopevmv d0cemv, 39 Tadid nAtkiog
8 éwc 11 etdyv pe clAI M ¢SSTI éhapav tryekvrhivn (0,75, 1 1 1,25 mg/kg). Olot ot acOeveic Elafov
evooPAEPimg TryekvkAivn Yo 3 S10d0yIkEC NUEPES KAT™ EAGYLGTO KO £ KO Yio 14 S10:001KEG NUEPES
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KOTO LEYIOTO, [LE TNV EMAOYN TNG HETAPOONG OE 0O TOL GTOUATOG AVTIBLOTIKO KT TNV 4" nuépa 1
énerta amd QUTHV TNV NUEPQL.

H A oo a&loroynonke o dtdotnua peta&d 10 kot 21 nuepdv HETA amd TN YopNynon e
tehevtaiog 06ong g Oepaneiog. H cuvoyn tov amoteAeGUATOVY TG KAVIKNG AVTATOKPIOTG GTOV
Tpomomolnuévo TAnBucud pe tpodbeon Beponeiog (mITT), wapatiBeton oTov axdAovBO Tivaka.

Khviki] ioon, tAn@vopoc mITT
0,75 mg/kg 1 mg/kg 1,25 mg/kg
‘Evdeién /N (%) /N (%) /N (%)
clAl 6/6 (100,0) 3/6 (50,0) 10/12 (83,3)
cSSTI 3/4 (75,0) 5/7(71,4) 2/4 (50,0)
20voro 9/10 (90,0) 8/13 (62,0) 12/16 (75,0)

Ta, dedopéva AmOTELEGUATIKOTNTOG TOV TopovGtalovial Tapamdve Ba mpénet va eEetdlovTon e
TPOGOYN, KOOMG GE ALTAV TN UEAETT ETTPATNKE 1 GLYYOoPNYNoN avTiploTik®y. [Tapdiinia, Oo mpémet
emiong va Aappavetar v’ dyv o PiKpoOg apldpog achevav.

52 ®oppokokivnTiKEG 1010TNTES

Amnoppoonon

H tryexorchivn yopnyeitan evooprefing kat yio to Adyo avtod €xel 100 % ProdiabdeciudtnTa.

Kotavoun

H in vitro mpwteiviki] cuvdeon 6to TAAcUA TG TIyekLKAIVIG €xel e0pog peta&d 71 % ko 89 %
TEPITOL GTIG CLYKEVIPAOGELG TOL TTapatnpnOnkav o kKAvikég pedétec (0,1 éwc 1,0 meg/ml).
DdoppokokivnTikég peréteg og avOpmmoug kot {da. £3€1Eay OTL 1) TIYEKVKAIVY] KOTOVEUETOL LE EVKOATNL
GTOVG 1GTOVG.

Y& apovpaiovg mov Ehafav pio | toAhomhég §0ceig g C- Tryekvrdivig, vaipée KoAf KaTavou TG
PUSIEVEPYELNG GTOVG TEPLGGOTEPOVS LGTOVG, LE TN UEYUAVTEPT) GLUVOALKN EkOgoT VO TOpATNPEITUL GTO
HVEAD TV 0GTMOV, TOVG GLEAOYOVOLS AOEVES, TO BVPE0EIdN 0dEVE, TO GTANVA Kol TO VEQPE. XTOVG
avOpOTOVE, 0 OYKOG KOTAVOUNG GE GTOOEPOTONEVT] KOTAGTUOT TG TLYEKVKAIVNG VToAOYicHnKe KoTd
péco 0po peta&v 500 kot 700 L (7 ko 9 L/kg), kotadetcviovtag 6Tl 1) TLYEKVKAIVY KOTAVEUETOL
EKTEVECTOTO TEPQ OTTO TOV OYKO TOV TAAGUOTOS KOl CUYKEVTPMVETUL GTOVS 1GTOVG.

Agv vrapyovv S100Ec10 OYETIKA LLE TO OV 1) TIYEKVKAIVI] LTOPEl VoL SIATEPAGEL TOV OILLLOTOEYKEPOUAKO
QPAYLO GTOVG OVOPOTOVE. X& KAIVIKEG POPLOKOAOYIKEC LEAETEG OOV ¥PMCLULOTOIHONKE TO
Oepomentikd docoloyikd oynue twv 100 mg akolovBovuevo amd 50 mg kdbe 12 dpeg, N Cmax TNG
TiyekvkAivig oTov 0pd oe otabepomomuévn Katdotaon Nrov 8661233 ng/ml uetd and &yyvon 30
Aemtdv kot 634497 ng/ml petd and Eyyvon 60 Aentdyv. H AUC.121n 611 otabepomomuévn katdotoon
nrav 2349+850 ngeh/ml.

Buouegtaoynuotiondg

Kotd péso 6po, extipdror 6Tt Arydtepo amod to 20 % g TryekvkAivng petaforiletor mpv v
amékipion. e vyteic avdpec e0ehovtéc, petd amd yoprynon “C-tryexvkhivng, n opetdBfAn
TIyeKLKAIVN YTy 10 TpOTapykd “C-emionuocpévo Ao Tov avaKTHONKE 6TO OVPO. KoL GTOL
KOTPOVa, oV Kot Eva YAuKovpovidlo, Evag N-akeTod petafolitng kot £vo, ETEPES TG TIYEKVKAIVIC
Arav enione wopovTa.

Meléteg in vitro 6 LIKPOGOUOKE GUGTHLOTA TOV AvOpdTIVOL NTtatog deiyvouy OTL 1) TLyeKLKALVY dgv
aVOOTEALEL TO LETOPOMGUO HECH EVOG OTOLOLVONTTOTE €K TV 0kOAOLOWV 6 1oHopPOY Tov P450
(CYP) xvtoypopartog: 1A2, 2C8, 2C9, 2C19, 2D6 kot 3A4 pHEGO OVTOYOVIGTIKNG AVOGTOANG.
EmmpocBétmg, n tryexuichivn dev €de1&e avaotoin tov CYP2C9, CYP2C19, CYP2D6 kot CYP3A pe
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punyoviopd mov e€aptatar omd o NADPH, vrodeikvbovtag tnv amovsia avticTtoyov unyovicpon
avaotoAng avtmv tov CYP evidoumv.

AmofoAn

H avdéktnon tg cuVoMKHg padievépyElag oTo, KOTpava Kot 6Ta 00pa netd omd xopriynon g *C-
TIYEKVKAIVIG KOTOOEWKVOEL OTL 59 % NG 300G OMOUAKPOVETAL LUE AMEKKPLOT LECH TNG
xoMg/kompavav Kot 33 % amekkpiveTol oTa oVPa. TVVOALKA, 1 KOPLo 000G OMOUAKPLUVONG TNG
TIYEKLKAIVIG €lvat 1) oTEKKPLoT PHECM TNG YOANG TNG AUETAPANTNG TryekvKAivng. H yAvkovpovidimon
KOLL 1] VEQPIKT] OTTEKKPLOT TNG AUETAPANTNG TLYEKVKAIVIG 0mOTEAOVV SEVLTEPEVOVGES 0O0VC,.

H ocvvolikn k6Bapon tng tiyexvihivng eivan 24 L/h petd and evoopréfio yyvon. H veppikn kabapon
amotelel mepinov to 13 % g ovvolikng kabaponc. H tiyexvichivn emdetkviet pia, moAvekOetikn
amoudkpvuven omd Tov 0pd Ue Evay PEGO TEAMKO ¥pOvo amoudkpuvong nuicelog (ong LeTd amd
TOAMATTAEG OOGELG TNG TAENG TV 42 OPAOV oV Kol VITAPYEL VYNAT SIUTOIKT LETAPANTOTNTA.

Meléteg in vitro pe ) xpnomn Caco-2 KuTTap®V VITodEIKVOOLY OTL 1] TLYEKVKAIVN OEV aVOGTEAAEL TN
pon tng dryo&ivng, vmodnidvovtag 0T 1| TIyekvkAivy dev givar avaotoléag g P-yhvkonpwteivng (P-
gp). Avti 1) in vitro TAnpogopia givor cOpE®VN pe TV EAAEYT ETIdpOONG TG TLYEKVKAIVNG OTNV
KkdOapomn g dryo&ivig Tov onuel®OnKe GTNVY in Vivo UEAETT QUPUAKEVTIKNG OAANAETIOPAGTC TTOV
TEPLYPAPETAL TAPATOV®D (PA. Tapdypapo 4.5).

H tryexoicdivn givar éva vrootpopa g P-gp pe Bdorn po in vitro peAétm mov ypnoLonotel pia
KUTTOPIKT Ypopuun pe vrepékepoon P-gp. H dvvntikn copfoin g P-gp-pesorafovuevng petapopdg
otV in vivo 61d0gom g TryekvKAivng dev etvan yvaooti. H cuyyopnynon avactoréwv g P-gp (m.y.
ketokovaloAn 1 kukAooropivn) N emaywyéov g P-gp (T.y. prpaumikivn) Bo propovoe va exnpedoet
TV QUPUAKOKIVITIKY TNG TIYEKVKAIVIG.

Ewwotl tAinbvopuol

Hrotikn dvoleirovpyio

H poppokokivntikn g tiyekukAivng Hetd amd xoprynon wog epdmnas d6ong oe petafindnke oe
acBeveic pe o nratiky dvciettovpyia. Evrodtolg, n cvotnuatikny kdBapon trng Tryekvukiiving nTov
petmpevn katd 25 % kai 55 % kot o ypdvog nuiceag Cmng TG TIYEKVKAIVIC TOV TOPATETAUEVOS KOTA
23 % ko 43 % oe acbeveic pe Nmia | coPapn nratikn dvciertovpyio (Child Pugh B ko C),
avtiotorya (PA. mopdypapo 4.2).

Negpixn dvoiertovpyio

H poppokokivyntikn g tryekukAivng petd amd xoprynon Hog epamnas d6ong ¢ petafindnke oe
acOeveic pe veppkn averndpketo (kdbapon kpeatvivng < 30 ml/min, n=6). L& coPaprn veppikn
ducertovpyia, 1 AUC frav 30 % vymAdtepn 6€ GYEON LLE GATOLO LLE PUGLOAOYIKT VEQPIKT AgLTOVpYia
(BA. mapdypapo 4.2).

Himiouégvor
Agv mopatnpnOnKoy GLVOAIKES S10POPES GTN POPLOKOKIVITIKN HETAED VYDV NAKIOUEVOV OTOU®OV
Kot vedtepwv og Nhkia atopwv (BA. Tapdypagpo 4.2).

Houdrarpirog ninBoouog

H poppokokivntikn g tryekvkdivng e£etdoOnke oe d00 peAéteg. TNV TpAOTN LEAETY] GUUUETEIYOV
Tod1d nAkiog 8-16 etdv (n=24) ta. omoia EAafav dma doom tryekvkAivig (0,5, 1 1 2 mg/kg, £m¢ kot
uéytot 60om 50 mg, 100 mg kot 150 mg, avtictouyn) yopnyovuevnc evooerefimg péca oe 30 Aemtd.
H debtepn perémn de&ayOnke o maudid nlikiog 8 £mg 11 e1dv, Ta omoia ELafoav TOAAATALS SOCELG
TryekvkAivng (0,75, 1, 11 1,25 mg/kg éwg péyiom d6on tov 50 mg) kébe 12 dpeg xopnyoduevng
evoopAEPing péoa og 30 Aemtd. Aev yopnynonke kapio 3061 €POSOV GE AVTEC TIG MEAETEC.
DoppaKoKIVNTIKEG TOPALETPOL GLVOWILOVTOL GTOV TOPOUKAT® TTIVOKOL.
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Oporomommpuévn Adon og 1 mg/kg Méon = SD tov Cmax kor AUC g Tryekvkrivng o€ Haiowd
Hlwia (¢1n) N Cmax (ng/mL) AUC (ngeh/mL)*
Epdnag d6on
811 8 3881 + 6637 4034 + 2874
12-16 16 8508 = 11433 7026 + 4088
[ToAamAn 66on
8-11 | 42 | 1911 + 3032 | 2404 + 1000
* drmag 86on AUC., moAhomAn 66omn AUCo.12n

H AUC.12n 6T0(0G GTOVE EVAAIKEG LETE TN GUVIGTOUEVT] 6001 £06dov Tmv 100 mg kot 50 mg kdbe
12 dpeg, Nrov mepimov 2500 ngeh/mL.

H goppoakokiyntikny avdiven mtAnfucouod apedtepoy Tov LEAETOV TPOGIIOPIGE TO COUATIKO BAPOg
®G Lo CUUUETAPANTA TG KABapoNg TiyekvKAivG og Tandid nhkiog 8 etcdv Kot dve. Eva docoioyikd
oynua g tééng tov 1,2 mg/kg tryexvihivng kébe 12 dpeg (€wog kot péytotn 66om 50 mg kabe

12 dpeg) yio wondid nikiog 8 £mg <12 etdv kot Twv 50 mg kdbe 12 dpeg yia pnPovg niwiog 12 mg
<18 gtV B umopovce va 0dNYNoEL ot eninedo EkOeonG CLYKPICIUA [LE AVTA TOL TapaTNPNONKAY GE
eViAIKEG, Tov Aafav Bepameia e TO YKEKPIUEVO OGOLOYIKO GYN L.

Y& apketd madld mapotnpnOnkay vynAdtepeg Tinég Cmax omd exeiveg TV eviiMk@v 0c0evav og
aTEG TIG peAéTeg. ()G ek TOVTOV, Ba Tpénel va 51deTan TPocoyn 6To PLOLS EyYLONG TNG TIYEKVKAIVIG
o070 TASLY KOl TOVG EQTPOVG.

Dolo
Agv vp&av KAMvika oyetilopeves dopopéc oty Kabapor tng tryekukiivig petald avopmv kot
yovarkov. H AUC gktipifnke va gtvor 20 % vynAdtepn otig yovaikes omd 0Tt 6TOVG AVOPEG.

Doin
Agv vip&av dlapopéc oty KaOBapomn TG TIyEKLKAIVIC L Bdor T QUAN.

Bapog

H xd&Bapon, n kavovikomompévn g mpog 1o Papog kdbapon kot AUC dev fitav aieOntd
SPOPETIKEG LETAED 0IGOEVMV LE SLOPOPETIKG COUATIKA PBApT, CUUTEPIAAUPAVOUEVOV KoL VUTOV TOV
Loyav > 125 kg. H AUC ftav 24 % yopmAotepn o€ aobeveic mov Loyllav > 125 kg. Agv vdpyovv
otolyeia yio acBeveic fapovg 140 kg kat Gvo.

5.3 Ipoxivikd dedopéva yia TNV 06QAAEL

e peréteg To&IKOTNTOG EMUVUAAUPOVOUEVOV dOGEMV GE 0POVPAiONG Kot GKOAOVS TAPOVGIAGTNKOY
OVETAPKELD AEUPIKOD 1GTOV/ATPOPID, TV AEUPOUOEVOV, STAN VA, Kot B0V ddéva, HEIOUEVA
gpuOpokvTTAPA, SIKTVOEPVOPOKVTTAPA, AEVKOKVTTAPA, KOl OUOTETAALO GE GUVOVOCUO UE LELOUEVN
KuTTOPOPPidELD TOV HVEAOD TOV 0GTAOV Kol AVETIOOUNTEC dPACEIC OO TO VEQPIKO KUl YUGTPEVIEPIKO
ovotnua og ekBEaelg TryekukAivng 8 kot 10 @opég g avBpmmvng nuepnotag d6omng e Baon v
AUC c¢g apovpaiovg kot 6KOA0LS, ovtiotorya. Ot petaforéc avtéc £de1&av va, eival avTioTPEnTEG UETA
amo xopnynor 6vo eLSOUAO®V.

AVGYPOUOTIGHOG TOV 0GTMV TopATnpONKe 08 0povPAiovg 0 000G dEV NTAV OVAGTPEYILOG LETA OO
dvo gfdouddeg yopnynong.

Amoteréopata peret@v oe {da Seiyvouv OTL 1 TLYEKVKAIVTY Slomepva TOV TAAKODVTO Kol 0VEVPICKETL
0TOVG EUPPLIKOVC 16TOVC. Xe PeAéTEG TOEIKOTNTOG TNE TLYEKVKAIVIG Y10 TNV AVOTOPOY®YT EXOVV
mopotnenOel petopéva epuPpuika Bapn o€ apovpaiovg kot kovvéla (pe oxetilopevec KaBVGTEPNOELS
otnv ooteonoinon). H tiyekvkivn dev ftav tepatoydvog atov apovpaio 1 oto kovvérl. H
TIyekLKAIVY dgv emnpéace 1o (guydpmpa 1 Tn YovViLotTnTa apovpainy ot ekbicelg mg kot 4,7 popeg
g avOpmmvng nuepnotog doomg pe facn v AUC. Xe Onivkodvg apovpaiovg dev vapEay
emdpdoeic oyeT{ONEVES LIE TNV 0LGIN OTIC MOBNKES 1] 6TOVLG KHKAOLS 0ioTpoL o€ ekbéaelc £wg kot 4,7
QOpES TNG avOBpdTIVN G NUEPoLag 06onG pe Paorn v AUC
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Anoteléopota peretdv oe {ha ypnoponolmvag *C-gmonuacuévn Tryekuidivn deiyvouv 6t n
TIYEKVKAIVY ammeKKPIVETOL EDKOAN LEG® TOV YOANTOG apovpaimy ov OnAdlovy. Te cuppavia pe v
TEPLOPIOUEVT ATTO TOV GTOUNTOC PlodiadestudTnTO. TNG TIYEKVKAIVIG, VITAPYEL kPN ) Kol kaBoAov
oLOTNUOTIKY €kBEoT oTNV TLyeKVKAIVY o€ ONAdlovta KovTafia mg amoTtéAeca EkBeong LEGH TOV
UNTPIKOV YAAOTOC,

Agv &povv die€aybel peréteg og (oo KaBoAN T dibpkela Lm1g TOVG TPOKELUEVOL va a&toroynBel To
KOPKIVOYOVO SUVOULKO TNG TLYEKVKAIYNG av Kot Bporyuypovieg LEAETES YOVOTOEIKOTNTOG TG
TIYEKVKAIVIIG NTOV OPVITIKEC.

H dpeon evéopréfia yoprynon (bolus) g tiyekvkdivng éxel cvoyetichel pe avtidopaon 1otapivng o€
ueiéteg o€ (ma. Ta amoteléoparta ot mapommpnhdnkay oe exbéoelg 14 kar 3 popég v avOpdmivn
nuepnota 66om pe Pacn v AUC cg apovpaiovg kot GKOAOVG avTicTOLY .

Agv mopatnpndnkov ctolyeio poTogLIcONGiag 6 ApoLPOIOV LETA OO YOPTYNOT| TLYEKVKAIVIG.

6. @®APMAKEYTIKEX IAHPO®OPIEX

6.1 Koatahloyog ekdoywv

Aoxtoln povoidpikn

Y dpoyrwpikd 0&D

Ydpo&eidio tov vatpiov (yio pvubuion tov pH)

6.2 Acvppatétnreg

O1 axd6AovBeg dpaoTikég ovoieg dev Ba Tpémet va xopMnyo VTl TAVTOYPOVA LE TNV TLYEKVKAIVY] HECM
Tov 1010V kafetpo TPITAOL awAov (Y-site): Appotepikivi B, Amidukd copmieyua apeotepikivng B,
dwalenaun, ecopenpaloAn, opnempaloAn Kot EVOOPAEPLO SIOAVUOTO TOV UTOPEL VO TPOKAAEGOVY

avénon tov pH méve amod to 7.

AVTO TO QOPUAKEVTIKO TPOTIOV OEV TPEMEL VO OVOLLELYVOETOL UE GAAL POPUUKEVTIKG TPOTOVTO, EKTOG
OLTOV TOL AVAPEPOVTAL GTNV TaPAypapo 6.6.

6.3 Awapxkero {ong
2 xpovio.

AT TN OTIYUR TG VOGVGTACTG KOl 0Paimong 6TO 6AKO 1 AAAO KOTAAANAO TeptEkt Eyyxvong ().
YOAAVT PLAAY]), 1 TLYEKLKATVT Ba TpEmEL va ypnoyLomoteitol apuécmg.

6.4 Idwitepeg mpoPuAdEers Katd T QVAIEN TOV TPOIOVTOS
dvAdooete og Oegppokpacio pikpodTepn twv 25°C.

[N 115 oVVONKEC SaTPNONG HETA TNV AVAGVGTACT] TOV POPUUKEVTIKOD TPOIOVTOG PA. TApAypOpO
6.3.

6.5 ®Vo1 KO GLOTUTIKA TOV TEPLEKTY

5 ml praAidio kabopng véiov Tomov 1 pe ykpilo AacTiyéEVio TOUUTA 00 BOVTOALO KOl ATOCTMUEVA,
TTVYOTA oppayicpato amd oaiovpivio. To Tygacil davépetarl e cvokevacio Tov 10 eroidimy.
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6.6 Iowitepeg TPOPLLAEELS ATOPPLYNG KOL AALOG YEPIGNOG

H okovn Ba npémel va ovacvotdrtor pe 5,3 ml evésipov dtodvpartog yAwpiodyov vatpiov 9 mg/ml (0,9
%), ue evéotuo dtilvpa de€tpding 50 mg/ml (5 %), | evéoipo dtdlvpa Lactated Ringer’s mpoxeipévou
va emtevyfel pa cvykévipwon tov 10 mg/ml tiyekvkdivng. To @adidio Ba mpémet va avaxiveitol
N £0¢ 6ToL draAvbel 1o PuppokevTikd Tpoiov. Enerta, 5 ml and 10 avacvotadéy didhvpa Oa
TPETEL OUECMG VO 0POIPOLVTAL 07Td TO PLAISI0 Kal Vo TpooTifevtal o€ éva odko eVOOPAEPLC £yyLoNG
v 100 ml 1} Alo katdAinAo Tepléktn yio £yyvon (). yodAvn eiaan).

Mo wa 66om tewv 100 mg, KAVTE TNV AVOGVGTACT] YPNCUOTOIOVTOC dV0 QLOAISIN GE £VO, GAKO
evooAEPLag yyvong tawv 100 ml 1 Ao KoTdAANA0 TePIEkT Y £yxvom (.Y, YOOAVY GLOAN).
Ynueioon: To graiidio mepiéyet éva 6 % miedvaoua. ‘Etot, 5 ml avacvotapévov dtoddpatog
160dVVOUOVY e S0 mg TG dPUGTIKNG OVGIaG.

To avacvotabév dtdivpa Ba Tpémet vo Exetl Eva ypdpo HeTald KITPVoOV Kol TOPTOKAAL, GE
SLPOPETIKN TepimTwon o drdhvpa Ba mpémel va amoppredel. Ta mapevrepikd Tpoidvta Bo mpémet vo
e€etalovtal omTIKA Y10 COUOTIOWN DANG KoL SVGYPOUATIOUS (TT.). TPAGIVO 1) LODPO XPDUO) TPV TN
xopnynon.

H tiyexvkAivn Ba mpémer va yopnynOei evéopiefing péow piog Eexmplotig Ypopung 1 Hécw Kabetipa
Tpurhol aviov (Y-site). Epdcov 1 idta evéo@AEPia ypapuun ypnotpomoteitor yio dtadoyikn Eyyvon
OUPKETOV dPUCTIKMOV 0VOIDV, O, TPETEL VO, YIVETOL EKTAVGT TNG YPOUUNG TPV KOL LETA TNV £YYVOT TNG
TIYEKLKAIVIG €ite P evéaiplo dtdAvpa yAwplovyov vatpiov 9 mg/ml (0,9 %) N pe evécipo dtdivpa
de&tpolng 50 mg/ml (5 %). H éveon Ba mpénet va yiveton pe éva diddlopa Eyyvong copPatod pe myv
TIYEKVKAIVI] KOl 0701001 T0TE AAAO(0) POPUAKEVTIKO(() TPOTOV(TA) HEG® QVTAG TNG KOWNG YPOUUNG
(BA. mapdypapo 6.2).

AVTO TO QOPUOKEVTIKO TPOTIdV TTpoopiletarl yio epdmal ypnon uovo. Kabe aypnoiponointo
(QOPUUKEVTIKO TTPOTOV 1) VITOAELUWO TPETEL VO OTOPPITTETOL COUPDVOL LE TIG KOTA TOTOVS 10YVOVGES
OYETIKEG OLOTAEELS.

Y10, cvpuPatd evooeAEPio dtaAvpata TepAapuPavovtal: eVEGIHO dtdAvpa YAmplovyov votpiov 9 mg/ml
(0,9 %), evéopo ddrvpa de&tpding S0 mg/ml (5 %), kot evésypo didhvpa Lactated Ringer’s.

‘Otav yopnyeiton péow kabetnpo tpthod ovAov (Y-site), n coufatdtnra Tng TIYEKLKAIVIG
apoIUEVNG o€ eVESIO dtdAvpa yAmprovyov vatpiov (0,9 %) éxetl kataderybel pe ta akdrovba
(OPUOKEVTIKA TPOTOVTA 1| LEGH apaiong: auKacivn, dofovtapivn, Somapivi) LOPOYAMPIKY,
yevTopvkivn, olomeplddin, Lactated Ringer’s, AMdokoivi vOpoyAmpiky|, LETOKAOTPOAUION, Loppivn,
vopenveppivn, mmepakidiivn/taloroktdun (EDTA ocbvOeon), yAoplovyo KAAO, TPOToQOAN,
POVITIOTVT VOPOYA®PIKT, BEOPVALIVY Kot TOUTPApLKIVY.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
Pfizer Europe MA EEIG

Boulevard de la Plaine 17

1050 Bruxelles

Béhyo

8. APIOGMOX(OI) AAEIAX KYKAO®OPIAX

EU/1/06/336/001
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9. HMEPOMHNIA ITPQTHX EI'KPIZHY/ ANANEQYXHY. THX AAEIAYX
Huepounvia mpdtg £ykpiong: 24 Anpidiov 2006

Hpepounvia tekevtaiog avavémong: 22 OeBpovapiov 2016

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Aemtopepeic TANPOPOPIES Y10 TO TAPOV POPUOKEVTIKO TPOIoV givar d100EG1LES GTOV SIKTLAKO TOTO
tov Evponaikod Opyoaviopuod Gapudkov: http:/ www.ema.europa.cu.
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IHAPAPTHMA 11

IMAPAXKEYAXTHX YIIEYOYNOX I'TA THN AIIOAEXMEYXH
TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHZEIX THX AAETAY. KYKAO®OPIAX
OPOI'H TEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTHX YIIEYOYNOX I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

‘Ovopua ko 51e00vve™ TOL TAPACKEVAGTH TOL £ival VTELOHVVOC Y10 TNV OTOOEGUELGT) TOV TAPTIOWV

Wyeth Lederle S.r.1.

Via Franco Gorgone Z.1.
95100 Catania (CT)
Itokia

B. OPOI'H HEPIOPIZMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTIKd TPOTOV Y10 TO OTOI0 ATOLTEITAL LOTPIKT) CLVTOYT.

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢oe1g Teprodknc mapaxorovdneng g ac@daretas (PSURS)

Ot amaitioelg yio Tnv vrrofoin twv PSURS yia to ev Adym @apuakevtikd mpoidv opiloviatl otov
KaTdAoYo pe Tig nuepounvieg avagopdg g Evoong (katdloyoc EURD) wov mopatifetar oty
Topaypapo 7, Tov dpbpov 107y, tg odnyiag 2001/83/EK kai kébe emaxdiovdng extkaponoinomng
OM®G OMNLOCIEVETAL GTNV EVPMOTOIKT SIKTVOKT) TOAT] Y10 TO, PAPUOKOL.

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXEMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéor0 owayeiprong Kivovvov (XAK)

O Karoyog Adetag Kvkiopopiog (KAK) Ba dieEaydyet Tig amoitodpeveg SpactnploTnTes Kot
TOPEUPAGELS PUPILOKOETOYPVTVNONG 0TS Tapovstdloviol 6to cupupwvnbéy TAK mov
mapovctaletar otny evotnta 1.8.2 ¢ ddelag KukAoQopiag Kot 0o1EGONTOTE ETOKOAOVOEC
eykekpiuéveg avabempnoelg tov TAK.

"Eva emikouponomuévo TAK o mpénet va kototebdei.

. Metd and aitnpa tov Evponaikov Opyovicpod Ooapudkoy,

. OnoTEdNTOTE TPOTOTOLEITOL TO GVOTNUA OL0YEIPLONG KIVOHVOV, EIOIKE MG OTOTEAEGLOL ANYG
VE®V TANPOQOPLDY TOV UTOPOVV VO ETLPEPOVY CNUAVTIKT] OAACYT] OTT GYECT] OQPEAOVG-KIVOLVOL
N ®OG OTOTELEG A TNG EMITEVLENG EVOG GNUAVTIKOD OPOCT|LOV (POPHOKOETOYPOTVIION M
EAAYLOTOTOINGT] KIVOVVOU).
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IHAPAPTHMA I1I

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Tygacil 50 mg k6vig yuo d1dAv e TPOg £yxvom
Tryexvrhivn

[2. TYNOEZIH ZE APAXTIKH(EZ) OYZIA(EY)

Kda0e prorido mepiéyet S0 mg tryekvrhivig.

| 3. KATAAOT'OX EKAOXQN

Kda0e praridro mepiéyet Aaktoln povovdpikn. To pH puOuiletar pe vépoyAwmpikd oD Kat, v
amorteital, pe vdpoeidio Tov vatpiov.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia didlvpa mpog Eyyvon
10 proridi

[5.  TPONOX KAI OAOX(OI) XOPHTHEHZ |

AwBdote 10 PUALO 0INYIDV XpNoNG TPV Amd TN YPNOT Yo 0ONYIES Y0 TNV AVAGVOTOGCT) KOl 0paimoT).
Mo evooAEPra xopynomn LETA TNV AVOGVGTAOT| Kol 0poimaon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEITEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puidooetar o€ Béon, v omoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

[7.  AAAH(EZ) EIAIKH(EX) IPOEIAONOIHEH(ELY), EAN EINAI AITAPAITHTH(ETY) |

[8. HMEPOMHNIA AHEHE |

AHEH

| 9. EIAIKEX XYNOHKEYX @PYAAEHX

dvldooete oe Oeppokpacio pucpdtepn twv 25°C.
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10. TAIAITEPEX TPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKOQN ITIPOIONTQN 'H TQN
YHOAEIMMATOQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEJTAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béiyo

| 12.  APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/06/336/001

[ 13.  APIOMOZX IIAPTIAAYX

[oprtida

| 14. TENIKH KATATAZH I'TA TH ATAOGEXH

| 15. OAHTIEX XPHIHX

| 16. TNAHPO®OPIEX XE BRAILLE

H aitioAdynon yuo va pnv mepiinedei | ypoon Braille £ywve amodektr).

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUL®TOS KMok (2D) mov gépel Tov TePIAN@OEVTO LOVOSIKO OVayVmPIGTIKO KOOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAIAIOY

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX KAI OAOX (OI) XOPHT'HZHX |

Tygacil 50mg x6vig yuo dtdAvpa Tpog Eyyvon
Triyekvichivn
IMa IV yoprynon pnévo

| 2. TPOINOX XOPHTHIHE |

3.  HMEPOMHNIA AHEHE |

AHEH

|4. APIOMOZX IIAPTIAAYX

[optida

| 5. INEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA |

| 6.  AAAA LTOIXEIA |
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B. ®YAAO OAHI'TQN XPHXHX
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®YrAo ooV ypions: [IAnpogopics yia Tov yprioTn

Tygacil 50 mg kévig Yo drdivpa Tpog Eyyvon
TIYEKVKAIVY

AwfdoTe TPOGEKTIKA 0AOKANPO TO PUALO 0ONYLAV (PTG TPV UPYICETE VA YPNCLUOTOLEITE AVTO

T0 QAPUOKO, O1OTL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GO 1] Y10 TO TOLOL GOC.

- dvidEre avTd TO PUALO 0dNYIBY Ypions. Towg ypelaotel va to draPdcete Eavd.

- Edv éxete mepartépom amopies, pOTNOTE TOV Y1OTPO 1] TOV VOGOKOUO GOG.

- Edv mapotmpfoete Kamoto avemBOUnNT eVEPYEL, EVILEPDOTE TOV YIOTPO 1) TOV VOGOKOUO GOG.
AVTO 1oyvEL Ko Yo KAOe Thavi avemBountn vEPYELN TOV OEV AVAPEPETAL GTO TAPOY PUALO
odnywwv ypnone. BAéne napdypapo 4.

T TePLEYEL TO TAPOV QVAAO 0ONYLOV:

T etvon To Tygacil ko o gival n yprion Tov

T mpéner va yvopilete mpv oag xopnynOei to Tygacil
g yopnyeitan to Tygacil

[MBavég avemBounteg evépyeteg

o va puracoete to Tygacil

[epreydpeva g cLoKEVAGING Kol AOUTEC TANPOPOPIES

ANk =

1. T eivan 10 Tygacil kol oo eivon n yprjon Tov

To Tygacil givon éva avtiflotikd g opddag TV YAVKUVAKVKAIVAOV TO 0Toio dpa GTAUATOVTOS TV
avanTuén TV BoKTnpimV IOV TPOKAAOVY AOUMEELC.

O ywatpog oag éxel ovvtoyoypapnoet To Tygacil eneldn eoeig 1 10 Toudi oag, TovVAd IGTOV 8 ETAOV,
éxete éva amod o akodAovda €idn coPapdv AoUDEEDV:

. Emumieypévn Lolpmén tov 6€pratog Kot TV LoAoK®V Hopimv (0 16T0G KAT® and TO 0EPU),
eEapovpEvev Tov AodEemv d1afnTikod T0d0G.

. Emumhieyuévn Loipwén oty kotuda.

To Tygacil ypnoiponoteital povo 6TaV 0 YI0TPOG OG TIGTEVEL OTL TA, AAAN EVOALUKTIKG ovTIBlOTIKA
dev gival KOTOAANAQL.

2. Tvpémer va yvopilete npv cag yopnyn0ei 1o Tygacil

Mnyv ypnoipomonioete To Tygacil

. o€ MEPIMTOOT AALEPYIOG OTNV TIYEKVKAIVI 1] GE OTOLOONTOTE AAAO OO TO. GLGTOTIKA AVTOD TOV
Qopurakov (avagépovtal otny mapdypoo 6). Edv iote aAlepykdc oty opdda avilplotikmv
NG TETPAKVKAIVIC (T, LvOKVKAIVT], OEVKVKAIVT, K.A.TT.), UTOPEL VO £I0TE AAAEPYIKOG OTNV
TIYEKVKALVY).

IIpog1domTou| oS KOl TPOPUAGEELS

AmevOuvOeite 6Tov T10TPO 1] TOV VOGOKON0 00g TPy cag yopnynOei to Tygacil:

. Edv éyete mtoyn 1 apyn emodAoor TpadLOTOG.

. Edv vrogépete amd didppoia mpwv cag dobel Tygacil. Edv avantogete didppoto KoTd ™
dudpkela | Letd T Bepomeio oog, OVUPEPETE TO YEYOVOS OTOV YIUTPO GOG AUECMS. MNV TapeTe
OTOL0ONTOTE PAPLLOKO Y10, T SLAPPOL Y®PIG Vo £XETE TPOTYOLUEVOC Guvevvonbel e Tov
Ytpd Goc.

. Edv éyete 1 elyote mohodtEPO 0MOIEGINTOTE AVETIIOUNTES EVEPYELES OO OVTIPLOTIKA TOV
QVIAKOLY GTNV OUAON TOV TETPAKVKAV®YV (T.). evauctntonoinom tov 3EPUATOS GTO PMG TOVL
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NAOL, ¥PMCN TOV AVOTTUGGOUEVOV SOVIIMV, GAEYLOVT TOL TOYKPENTOG KOl OAAAYES
CUYKEKPUEV@OV EPYACTIPLOKAOV TIUADV TOL £XOVV MG GKOTO VO LETPNCOVY TOGO KaAd T EL TO
aipa cag).

. Edv éyete N eiyote moakowdtepa NraTikd TpofAnpata. Avadioya pe TV KOTAGTACT TOL NTATOS
00G, 0 YIOTPOG OOG UTOPEL VO LELMGEL T 00T TPOKELLEVOD VO OTTOQVYEL EVOEYOUEVEG
avemBounteg evépPyeELEC.

. Edv &xete amndppacn tov xoAneopwv mopwv (xoldootao).

. Edv méoyete amd aoppayikn dtotapayn n Aapupavere Oepameio pe ovTimnKTiKG QApUoKa,
KaODS 0LTO TO PAPHOKO UTOPEL VO EMOPAGEL TNV TTREN TOV OULOITOC.

Koata ™) dwapkera g Oepanciog pe Tygacil:

. Evnuepdote apéome Tov yoTpo 6og 0V TUPOVGLICETE GCUUTTOUATE, AAAEPYIKNG OVTIOPAOTS.

. Evnuepdote apéowme tov y1atpd cag 0V TopoLGLIcETE GOPapPd KOIMOKO TOVO, VOUTIO Kot
éueto. Avtd umopei va givan copmtopata o&eiog maykpeatitidag (PAEYLOV TOV TAYKPENTOG 1)
omoia umopei va 0dNyNHoel oe cofapd KOIAAKO TOVO, VOUTio, Kot ELETO).

. Xe oplopévec coPfapic AMOUMEELS, 0 YIOTPOG Gag UTOPEl VoL EEETAGEL TO EVOEYOUEVO XPNOTG TOV
Tygacil 6 cuvévacud pe Ao avTPloTiKd.
. O ywtpog oag Oa cog Tapakorlovdel GTEVA Y10, TNV EUPAVIOT] OTOIOVONTOTE GAL®V

Baktnplokdv Aowwméemv. Eqv avartdéete kot GAAn Baxtmplokn Aoipmén, o yotpog oog
EVOEYETOL VO GUVTAYOYPUPNGEL EVOL SLAPOPETIKO AVTIPLOTIKO, E101KO Y10, TO €I00G TNG TAPOVGAG
rotuwéng.

. [Mapdro mov o avtiPlotikd, copmeptropupavouévov tov Tygacil, katamoleovy oplopuéva
Baktipla, GAle BakTiplo Kot LOKNTEG UTOPEL VO, GLUVEXIGOLV VO, OVOTTUGGOVTOL. AVTO
ovopdletor vepavantuén. O yiatpog oag Oa cog mapakorlovdel otevd yia evdeyOpeEVES
rouméeig kot 0o cog SMoel TNV KATAAANAN aymyn eav eivat amopaitnro.

Howdrwa

To Tygacil dev mpémel va ypnoYLOTOLEITAL GE TS0 NAKIG UIKPOTEPTG T®V 8 ETOV, AOY® EAAEWYNG
OEQOUEVOV ACPALELNG KOL QTOTEAEGLOTIKOTITOC Y10, AVTHV TV NAMKIOKT Opdde Kot Yot uwopet vo
TPOKOAECEL HOVILES 000VTIKES PAAPES, OTWS SVCYPOUATIGUO TV AVOTTUGCOUEVOV SOVTIOV.

Alra @dppoxa ko Tygacil
Evnuepaote tov yuatpd cag edv maipvete, Exete Tpdopata mépeL | Uropel va mhpete GAla gappaKa.

To Tygacil pmopel vo ennpedcel T0 ATOTEALEGLO GUYKEKPIUEVOV EAEYYDV TIOL UETPOVY TOGO KOAX
el To aipa coc. Eivatl onpoavtikd vo eviIEPMGETE TOV YIOTPO GOG EAV TOIPVETE PAPLLOKO, VIO TNV
amoTpon VIEPPOAKNGS TENS TOV aipaTog (OVOUALOUEVA OVTITNKTIKG). X€ TETON TEPITTWOT), O
ywiTpds cag Oa cog Tapakorovdel oteva.

To Tygacil pmopel va aAANAETOPA e TO OVTICLAANTTIKO YA (AL EAEYYOV TOV YEVVIICEWDV).
Evnuepaote tov ylatpd oag yio v avaykn pog entmpocfetg pebddov aviicOAANYNG yio 660
Stotnua Aappavere to Tygacil.

To Tygacil pmopel va avénoetl Ty enidpaon TV PAPUAK®V TOL YPNCUYLOTOIOVVTOL Y10l TV KOTUGTOAN
TOV 0VOCOTOMTIKOD GLGTNUATOS (OTTMG TaKPOAUOVE ) KukAooTopivn). Eival onuavtikd va,
EVNLEPMOETE TOV YIOTPO GOG EAV TAIPVETE QLT TAL PAPLAKO, DOTE VO UTOPEITE Vo Tapakorovbeiote
oTEVAL.

Kdnon kot Onraocpog

To Tygacil icmg va mpokalel epuppuikn PAAPn. Edv eiote éyxvog 1 Inidalete, vopilete 6t1 pmopet va
elote €ykvog N oxedlalete vo amokTNoeTe TOdi, CNTNOTE T1 GLUBOLAY] TOV YIUTPOV GOG TPV TAPETE TO
Tygacil.

Agyv givor yvooto gdv to Tygacil mepvd oto punTtpikd yaiao otovg avBpodmovs. Zuppfovievteite Tov
ywTpd cog Tpv Onidocete T0 uwPS cag.
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O ynomn KoL LEPLOROS PNV RLATOV

To Tygacil pmopel vo mpoxarécel avemiBounteg evépyeteg 0mmg CaAn. To yeyovog avtd umopei va
EMNPEACEL TNV TKAVOTNTO GO VO 001 YEITE 1) VO XEPIlecTE UNYOVALLOTOL.

To Tygacil nep1éyer vatpro
To Tygacil mepiéyet Ayotepo and 1 mmol vatpiov (23 mg) ava S ml SteAduotoc, sivol avtd mov
ovoudlovpe «erevBepo vatpiovy.

3. I ag yopnyeitar to Tygacil
To Tygacil Oa cog yopnynOet amd Evav yiatpo 1 Evay VOGOKOUO.

H ocvvietdpevn d6om oe evihikeg givar 100 mg yopmnyovpeva apyikd, akoiovbovueva amd 50 mg kabe
12 dpec. H 060m avtn yopnyeitar evéoeiéfia (amevbeiog 6T por) Tov aipatdg 6ag), Yo o Tepiodo
30 émg 60 AemtdVv.

H ocvvietodpevn d6om oe mandid nikiog 8 £mg <12 etdv ivon 1,2 mg/kg, yopnyodueva evdoprePimg
Kk@0e 12 dpeg, £o¢ kot péyiotn 66om 50 mg kabe 12 dpec.

H ocvvietopevn d6om oe gpnfoug niciog 12 émg <18 etdv givar S0 mg, yopnyovueva kdbe 12 dpeg.

Mua, mepiodog Oepamneiog cuvnBwg drapkel yia S €oc 14 nuépeg. O yiatpog oag o amoPacicel yio ™
dudpketla g Bepaneiog cog.

Edv mapete peyordtepn 66on Tygacil amd tv kKavovikn
Edv avnovyeite 011 umopet va cog 560nke mapa wohd Tygacil, piAfote pe tov yotpd cog i Tov
VOGOKOUO OUECOC.

Ed&v mrapaieiyete pa 66on tov Tygacil
Edv avnovyeite 011 pnopet va £yete mapoleiyet pia 6661, ANGTE LE TOV Y10TPO GOG 1| TOV VOGOKOLO
OpECMC.

4. MOavég avemBOpNTES EVEPYELEG

Onwg 60 ToL PAPUOKE, £TGL KOL GVTO TO QAPUOKO UTOPEL VO TPOKOAESEL OVETIOVUNTES EVEPYELEC, OV
Kot dgv Topovclalovtal 6€ OAOVG TOVG AvEpMOTOLG.

H yevdopeuPpavddng koritido pmopel vo eppavicdei pe ta mepiocdtepa aviiploTiKd,
ocouneptropfavopévou Tov Tygacil. Avth arnoteAeiton omd cofapi, exipovn 1 aipatnpn Sdppoia,
oyxeTiopevn e Kook TOVO 1| TUPETO, TO OTOI0 UTOPEL VAL Elval COUTTOUN COPAPTIC PAEYLOVTG TOV
evTépPoV, 1 omoia umopel va epeovicel katd ™ ddpketo 1 petd ) Oepameia cog.

[ToAV cuyvéc avemBounteg evépyeieg gival (Umopel va ennpedoovy meplocodTepovs and 1 otovg 10
avOpoOTOLG):
. Noavrtia, épetog, diappota

Yuyvég avemBounteg evépyeleg etvan (Lmopel va ennpedoovy £oc 1 otovg 10 avBpdmovg):
. Amootnpa (GLAAOYN TVOV), AOUMEELG

. Epyaompilokég petpnoeig petmpévng ikavotntag oynuoticpod 0pdupov oto aipo

. Zd&An

. Epebiopol tov prefdv amd tnv £veon, ot omoiotl mepthapfdvouy Tvo, PAEYLOVT], 0101 L0 Kot
Opoupwon

. Kot\axog movog, dvomeyia (mdvog 6to otopdyl kot dvomeyia), avopeéio (andAeia 0peEng)
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. Avénoeig ota nrotikd Evioua, vrepyoiepvOpvatpio (awEnpéva eninedo YpOCTIKMY TNG YOG

oTO Oipo)

Kvnouég (payovpa), e€avinua

[Ttoyn M apyn ETOVA®GCT TPAVUATOS

IMovoképarog

AvEnon ¢ apvrldcng o omoio givat éva EVOLIO EVPICKOUEVO GTOVE GLEAOYOVOVG AOEVEC KO TO

ndykpeag, avénuévn ovpia aldtov aipatog (BUN)

[Tvevpovia

. Xopunio caxyopo aipotog

. 21ym (coPapr AoIH®EN 6TO GO KOl GTNV KUKAOQOPIo TOV aipatog)/onmTikn Kataminéio
(coPapn wTptkn KATAoTAoT TOV 0dNYEl € TOALATAN 0PYOVIKTY avETApPKELD Kot Odvato ®¢
ATOTELECILO TNG GRYTG)

. Avtidpaon g Béong éveong (mdvog, epuBpdTNTa, PAEYLOVT))

. XounAd enineda TPOTEVOV GTO Oipa

Oy ovyvég avembounteg evépyeleg eivor (umopel va exnpedoovy €éo¢ 1 atovg 100 avOpdmovg):

. O&ela Taykpeatitido (PAEYHOVH OTO TAYKPENS, 1) OTTOl0, UTOPEl VoL TPOKAAEGEL GOPapO KOIALOKO
TOVO, VOUTIO KOt ELLETO)
"Tktepog (kiTpvog ypoUATIOUOS TOV dEPUATOG), PAEYUOVI GTO NTTap

. XounAd eninedo, apometormy 6Tto aipa (to omoio pmwopel va 00 yncovy e ovénuévn
apoppayikn tpodiadeon Kot LoA®OToUO/aUATOL)

Yravieg avemBounteg evépyeleg eivan (umopel vo emnpedoovy £m¢ 1 atoug 1.000 avOpdmovg):
. XounAd enineda, vmdoyovov 6To aipa ([io TpmTeivn Tov eumAéketal oty THEN TOL AipaToC)

Mn yvootég avemBounteg evépyeteg etvat (1 cuyxvotnTa dev pumopel va exTiunel pe Baon ta

Stabéotpa dedopéva):

. Avapura&io/avapuroktoedeic aviidpdoel (o1 omoieg pmopel va Tokilovy omd frieg £mg
ocofapéc, coumepriapfovouévng piog Eapvikng YEVIKELUEVNC OAAEPYIKNC OVTIOPAGN S TOV
umopel va 0dMynoel o€ amelAnTiky yio tn {on xotaminéia [1.y. SuoKoAa TNV avamTvon, TTOoT)
NG TEONG QNATOG, YPTYOPOS GPVYHOG])

. Hrotum avendpkeio

. E&GvOnpa oto dépua, To omoio pumopel vo 0dNyNoeL € GoPapng LOPPNG PAVKTOIVEG
(povokarec) Kot EePAovdtoU TOV dEpUaTOG (XHvopopo Stevens-Johnson)

Ava@opd avemOounTov EVEPYELOV

Edv mapatmproete kKamowo avemBOUNTN eVEPYELD, EVIILEPADCTE TOV YLOTPO 1) TOV/TIV VOGOKOO GOC.
AvT0 1oVt Kot Yo kdOe mhavr| avemBountn evépyela Tov 0gv avapEpPETaL 6To TapdV GUALO 0N YLDV
yprone. Mnopeite emiong va avagépete avemBounteg evépyeleg ansvbeiog, Lécm Tov EBvikoy
GLGTHLOTOG OVOPOPAS TOV avaypapeTal 6To Lapaptyue V. Mécm TG avapopdg avemBOunTmv
evepyewdv pnopeite va fondfcete 0TI GLALOYN TEPIGGOTEPOV TANPOPOPIDV GYETIKA LE TV OCPAAELL
TOL TTAPOVTOC PAPILAKOV.

5. Ilac va gurdooete To Tygacil

To @apuako ovtd TPETEL Vo PUAAGCETOL GE UEPT] TOV OEV TO PAETOVY KoL OV TO POAVOLV T TOUdLA.
dvrdooete og Oeppokpacio pikpodtepn twv 25°C. No un ypnoonoleite avtd 10 ApUAKO LETO TNV
nuepounvio ANéEng mov avagépetal oto Elaiidlo. H nuepounvia Anéng sivor 1 tehevtaio nuépa Tov
UNVa IOV OVOQEPETOL EKEL.

@VAEN peTd TNV TPOETOLNUGIQ

Metd v avachoTaoN Kot TNV apainoT) Tng okovng e dtdAvpa £TO1H0 Yo ¥promn, To dtdivua Oa

TPEMEL VO GOG YOPTYELTAL AUECHG.
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To dudhvpa tov Tygacil Oa mpémet va Exel ypdpo peta&d KiTptvou Kol TopToKaAl PHeETd T dtdAvon. Edav
Oy, T0 d1dAVU Oa, TPETEL VO, ATTOPPITTETAL.

Mnv mtetéite @APUAKO GTO VEPD TNG AMOYXETELGNG 1| GTA OKLAK( aroppitpota. Potote tov
(POPLLOKOTOLO GOG Y10, TO TG VO TETAEETE TAL PAPLLAKO. TTOL JEV PN OILOTOLELTE Tl AvTd T péTpa Ba
BonOncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Iepreydpeva TN GVOKELUGTOG KUL LOLTTEG TANPOPOPIEg

Tvagpéyer To Tygacil
H dpaoctikn ovoia givar 1 tiyexvihivn. Kabe groridio mepiéyet 50 mg tryexvkiivng.

Ta dAAa cvototikd givar Aaktoln povobdpikn, vopoyAwpikd 0&D Kot VIPOLeidio Tov vatpiov.

Epgavien tov Tygacil kon Tepreyopevo. TG 6vokevooiog

To Tygacil diatiBetor g okdvn Yo StdAvpa Tpog £yyvon o€ Eva LaAidlo Kot potdlel oav TopToKoAl
oKovn M K€K pv dtoAvBel. Ta @loAidia avTé S10VELOVTOL GTO VOGOKOUEIO GE L0 GUGKELOGIN TV
déxo. H oxdvn Ba mpémet vor avoperyvieTal 6To QLoAidlo pue pikpn mocotnta dtdvpartos. To elaiidio
0o Tpémel vo avakveital o £0¢ OToL T0 EApuaKo d1AvOel. N cvvéyeta, To divua Oo Tpénel va
Aoppdvetor amd To PloAidlo Kot vo TpooTifetal o€ £va gako evoopAEPiog £yyvong (IV) twv 100 ml f
GALO KOTAAANAO TTEPLEKTN Y10 £YYVCT] GTO VOGOKOUEIO.

Karoyog Adcrag Kvkhopopiag HopookevaocTi|g

Pfizer Europe MA EEIG Wyeth Lederle S.r.1.
Boulevard de la Plaine 17 Via Franco Gorgone Z.1.
1050 Bruxelles 95100 Catania (CT)
Béhyo Itoia

IMo omoladnmote TANPOPOPIo GYETIKE, LLE TO TUPOV PAPUOKEVTIKO TPOIOV, TAPAKOAEICTE VO
angvBuvleite otov Tomucd avtimpdswno Tov Katodyov g Adsiag Kuichopopiag:

Belgié/Belgique/Belgien Lietuva
Luxembourg/Luxemburg Pfizer Luxembourg SARL filialas
Pfizer NV/SA Lietuvoje

Tél/Tel: +32 (0)2 554 62 11 Tel: + 370 5 251 4000
Bovarapus Magyarorszag

H¢aiizep Jlrokcemoypr CAPJI, Knon Pfizer Kft.

Bbovarapus Tel: +36 1 488 37 00
Ten:: +359 2 970 4333

Ceska republika Malta

Pfizer, spol. s r.o. Vivian Corporation Ltd.
Tel: +420-283-004-111 Tel: +356 21344610
Danmark Nederland

Pfizer ApS Pfizer BV

TIf: +4544 20 11 00 Tel: +31 (0)800 63 34 636
Deutschland Norge

PFIZER PHARMA GmbH Pfizer AS

Tel: +49 (0)30 550055-51000 TIf: +47 67 52 61 00
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Eesti

Pfizer Luxembourg SARL Eesti filiaal

Tel.: +372 666 7500

EApGoa
Pfizer EAAGG A.E.
TnA: +30 210 6785800

Espaiia
Pfizer, S.L.
Tel:+34 91 490 99 00

France
Pfizer
Tél +33 (0)1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland Unlimited
Company

Tel: +1800 633 363 (toll free)

Tel: +44 (0) 1304 616161

island
Icepharma hf.
Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvbmpog
Pfizer EAAGg A.E. (Cyprus Branch)
TnA: +357 22817690

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel.: +371 670 35 775

To mapév pviro 0dNYLOV Yprions avabepOnke 1o Televtaio popa otic MM/YYYY).

Aemtopepeic TANPOPOPIES Y10 TO EAPHAKO VT eival SlobEoIUES 6TO SIKTLOKO TOTO TOL

Osterreich

Pfizer Corporation Austria Ges.m.b.H.

Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.,
Tel.: +48 22 335 61 00

Portugal
Laboratérios Pfizer, Lda.
Tel: (+351) 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s
podrocja

farmacevtske dejavnosti, Ljubljana
Tel: +386 (0)1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

Evponaikod Opyovicpov Gapudkwmv: http://www.ema.europa.eu.
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O T po@opieg Tov akorovBovv amevOvvovTal povo o€ ErayyeApoTieg vYEiOG:

Oodnyieg Yo ) xp1on koL To xepropo (PA. exiong oto mapdv eOALO odnyimv 3. IIdOg yopnyeiton To
Tygacil)

H okévn Ba npénet va avacvotdton pe 5,3 ml evésipov dtodvpatog yAwpiovyov vatpiov 9 mg/ml (0,9
%), ue evéouo dtilopa deEtpding 50 mg/ml (5 %) M evéouo dlvpa Lactated Ringer’s wpokeiuévon
va emtevyBel pa cvykévipwon tov 10 mg/ml tiyekvkdivng. To @aAidio Ba mpémet va avaxiveitol
Nmia £€0¢ 6ToL 1) dpacTiky| ovcia doAvbel. 'Eneita, 5 ml and to avacvotadév didivpa Oa mpénet
AUECMG VO 0POLPOVVTOL OTTO TO PLOAISI0 Kot Vo TpocTifevtal 6€ éva 6dko eVOoPAEPLOC £yYVONG TMV
100 ml 1 A Ao Kat@AANO TEPIEKTN Y10, £yYvon (7). YOOIV QLOAN).

Mo wa 66om tewv 100 mg, KAVTE TNV AVOGVGTACT] YPNCUOTOIOVTOC dV0 QLOAISIN GE £VO, GAKO
evooAEPLag yyvong twv 100 ml 1 dAlo KoTdAAn o TepEkt Yo £yxvomn (7., YOOV GLIAN).

Ynueioon: To graiidio mepiéyet éva 6 % miedvaoua. ‘Etot, 5 ml avacvotapévov dtoddpatog
16odvvouovy e S0 mg g d0paoTikng ovoiag. To avacvotadéy dtdAvpua Oo Tpémet vo Exel Eva ypdLLOL
peta&y KiTptvov Kol TOPTOKaAL, G€ S10POPETIKN TEPIMT®ON TO dtdAvpa Ba mpénet vo amopprpdel. Ta
TapevTEPIKA Tpoidvta Bo mpémel va e€etdalovtat OmTIKA Yio cOUOTIOW VANG Kol dusypouationd (..

TPAGIVO 1| LOOPO YPDOLA) TPV TH YOPNYNON.

H tryexviAivn Ba Tpémet va yopnyesitan evooprefing péow piag Eexmpiotig YPOUUng 1 HECW
kaBetnpa TputAod aviov (Y-site). Epocov 1 idia evoo@AEPia, ypapuun ypnoipomoteital yio S1adoyikn
€YY V0T OPKETMOV dPACTIKMY 0VGIMYV, B0 TPETEL VO, YIVETOL EKTAVGT TNG YPOUUNAG TPV KOL LETA TNV
&yyvon g TIyeEKLKAIVIG lte pe evéotuo dtdlvpa yAmptovyov vatpiov 9 mg/ml (0,9 %) 1 pe evéoyo
drlopa deETpdlng 50 mg/ml (5 %). H éveon Ba mpémer va yiveton pe éva dtdlopa £yyvong cuoppatd
LE TNV TLYEKVKAIVN Ko 0710100M7T0TE GALO(0) PaPUOKEVTIKO(AQ) TPoiov(Ta) LEGM AVTNG TN KOWVNG
YPOHUNG.

Y10, cvuPotd evooeAEPio dtaAvpata TepAapPavovtal: eVEGIUO ddAv LN YAmPLovyov voTpiov 9 mg/ml
(0,9 %), evéopo ddAvpo de€tpding 50 mg/ml (5 %), kot evésuo didhvua Lactated Ringer’s.

Orav yopnyeitor péocw kabethpa tpurhod aviov (Y-site), n cupufotdnTa TG TIYEKLKAIVIG
apOIOUEVTG GE EVEGTUO dtdivpa yAmprovyov vatpiov (0,9 %) éxetl kataderyOel pe ta akdiovOa
(OPUOKEVTIKA TPOTOVTA 1| LEGH apaiong: apuKacivn, dofovtapivn, Somapiv) LOPOYAMPIKY,
yevtapkivn, oAomepldoin, Lactated Ringer’s, Mdokaiv vOpoyAmpiky|, LETOKAOTPAUION, Loppivn,
vopenve@pivn, mmepakiAiivn/talopmaktdun (cvovheon EDTA), yAwpiovyo KGAL0, TPOTOQOAN,
POVLTIOTVT VOPOYA®PIKT, BE0QVALIVY Kot TOUTPAUVKIVY.

To Tygacil dev Tpémel va avapyvoeTal e GAAS, QAPUOKEVTIKO TPOIOVTO. Y10 TO 07010 OEV VILAPYOVY
dwbéoipa ototyeio cupPaTdHTNTOC.

Ao TN GTIYUN TNG AVAGVOTOOTG KOl APAioTG OTO GAKO 1) AAAO KATAAANAO TEPEKTT £yxvong (TT.X.
YOAAWVT ELAAT)), 1 TLYEKLKATVT Do TPETEL VoL ¥pNoIUOTOLEiTOL OUECMG.

Mo epdmag xpnon povo. OToladmoTe TOGOTNTU SIAVUATOS TOV OE YpNoLoToOnke Oa Tpénel va
amoppinteTal.
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