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XpAOTN QUPHAKEUTIKWY TTPOIOVIWY TTOU TTEPIEXOUY DPaaTIKG oUOTaTIKO

FLUCONAZOLE, Kaydkio okAnpd 50mg/CAP, 100mg/CAP, 150mg/CAP & 200mg/CAP,
Aghupa yia £yxuan 50mg/25ml, 100mg/50mi & 200mg/100ml

Kovig yia méopo evawpnua 50mg/smi & 200mg/5ml
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ANOPAZIZOYME

H Mepidnwn XapoaktnpioTikwy 10U [1poidviog QapuakeuTIikwy TPOIOVIWY  TTIoU  TTERIEXOUV
dpaonkod cuotanxo FLUCONAZOLE opifetar wg £€ng:

NEPIAHYH TON XAPAKTHPIZTIKQON TOY ITPOIONTOZ

EMNOPIKH ONOMAZYIA TOY ®PAPMAKEYTIKOY NPOIONTOY:

NOIOTIKH KAITIOXOTIKH L£YNOEXIH o dpactikd cvetarika

s Kabe Koybaxio oxhnpd nepiéyer 50, 100, 150 & 200 mg fluconazole

* Kdabe guodkidio tov 25 ml, 50 ml 7 100 ml hokdpatog e éyyxvon nepiéyer S0 mg,
100 mg % 200 mg fluconazole avriotowya.

» Ta 5 ml Zxdvng nia rdowo evaunpnpo tepiéyxovv 50 % 200 mg fluconazole.

PAPMAKOQTEXNIKH MOP®H:

Kaydkio oxinpo,
Mdivpa i £yyoon,
Zxdvn yio TOCLO EVOIDPT]HA.

KAINIKA YTOIXEIA
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Ospanevnikic evoeileig

1. Kpur1tokokKikég AOUOEELS TEpIAapBavopivig T1¢ KPUTTOKOKKIKTS pnviyyitidag
Kat Aowdiewy dhhwv tepoxev (.. IveDUOVES, BEPUR). AVOGOETUpKEl] EevioTés
ko aobeveic pe AIDS, xabog ko aoBevels e petapdoevon opyavey 1 tAia ot
QAVOCOKATOOTOANG unopovyv va vrofinbovv oe Bepancia. H piovkovaldin propel
vo yproyonomBel vy v tpbéAnwn VIOTPONOV KPUNTOKOKKIKOV Aoiudswv 6§
acBeveig pe AIDS.

2. Zvomuoniky KovviiaoT), reprhapPovopévigg the kaviviopiag o8 KAvikd
oT1aBepols Ko | OUSETEPOTEVIKODEG PPOOTOVE, TG NBCTUPTNG KAVTIVIIOOTG KUl
TOV EOTINKOV KOvIvTIacemy (Aowmiew Tov aepriovaiov, 1ov evdokapdiov, twv
TVEVLPOVIOV Kl TOV OVPOTOMTIKOY cvoThpares). Eniong propodv va vrofinbovv
ot Bepancia pe 10 appaxo acbevelq pe Kokonn veorrlao ot 1 EVPIOKOUEVOL OF
povadec eviatikig Bepaseing, xabohg ko aobevelc Aapfavovieg KuttopostoTiKd
AVOCOKATAOTOATIKG @dppaxe . Eivan autovonto 6Ty Tig evdeibewg 1. xon 2. nipwv
v évapln g Bepancing Ba npénel va Aneboly xadhifpyeiec 1 va yivouy
KaTaAAnAES epyaomnplakés ebetdoeg (dpecn pikpookonmon, froyisg, opoloyixic
efetdoeig) o vo anopovedel kat tavtonombel o auniohoyikdg napdywv.

3. Ev 1o Paber evdnpuxée poxnmiacelg nepapfavouces iy kokxidoidopvknrioon,
TV TEPAKOKKISIOIOOUVKTITIOGT, T1 OTOPOTPiXWOoT] KUl TV IGTOTAGG MG GE 1)
AvOCOKUTAOTUALEVOLG acBeveic.

4. Koavrwvtiaor tov Prevoydvvev: LTopato@apuyyiky, 0160@ayiKi] Kaviiviioo (g
EVOALOKTIKI THE TOTMKYG Bepaneiag), un SmBntikég
Bpoyyorvevpovikégkaviiviiaosg. Kaviwviovpio 6g HeTapds evor] ve@pob kut
ovdeteponevikole aabeveic, ypdvia Brevvoyovodeppatiki] kaviviiaoy. Xpodvia
ATPOPIKT) CTORATIKY XavTIVTINGoT) (oTtopatitida ££ 0d0VIOOTOLYUDV), B¢ EVOLAOKTIKY
g tomikig Bepaneiac. Aofeveic xuping pe hrapays e Acttovpyiag tov
AYOGOROUTIKOD CVOTHKATOS, propody va vroBAnBovy ot Bepaneia pe 10 GapaKO.

5. Kavtwvtioon tov yevvnTikoy opyaveov:
Kolmikn) kavivrioon, g evaAraxTikY 11j¢ Tomikg Bepunciag (Lovo oty £¢’ anal
Yopynon tov xaywouviov 150 mg)

a) ofeia

B) vrotpomalovee, g’ doov 1) vocog Exer emPePawwbei pe kaihiépyaio
Kavownaow Baiaving.

6. Aeppotogundoceig nov mephapPdvouy 11 SeppatoPuTios TodoV, Yhov
SEPRATOC, UNPOYEVVIITIKOV TTVYOV, TNV TOKILOYPOL MTVPIUsCH, T1] DEPUATOPLTINGT)
TV OVOYOV {OVUYOUVKNTIOGY) Kt SEPUATIKES AOTUMEEIC OPENOUEVES GTIY
Candida.

Inueiwon: H ovotmponki| Oepancie onig napaniveo evieifag nponipdral 6tav n
rotpwEn exteivetar oe peyGAn mEPLOY TOV SEPHATOC, APOPE CTTO TPYWTO TG
KEQAAS 1] 4ppOOTOVE HE SiTapay LEVOUC QUUVTIKOVS UIYAVIGHODE, KAKY)
QVTUTOKPIOT] OT1] TOTIKT BEpaneia Ko EMPOVY TNE LUK TIACIKNG AOTHOENS Tapd 1)
Bepaneio.

7. TpéAnyn) 1ov puknmiocikov Aoipaleny ot aobeveig pe ovdeteponevia ko
kaxonffeig voooug mov podbitovy oty avantody tétouwy Aowwnlenv wg
amoTEAEcpa YHEI0DEPUREIRG HE KUTTOPOSTATIKG QUPHAKE 1) uKTIVOBepumeiag Kul
KOTOMY petopdoyevor] pueiot. Epiotatal v mpocoyl 1o yeyovog OTi 1) xpovia
yopnynon alokodv avkaver v mboavotnra avantuing C krusel, Aspergillus,
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Mucorales, Fusarium, C. glabrata, mov ovygva mopovsidfovy guciKn avioyy 611
alohec.

H Bepancia unopel va apyicel IPW 11 YYOSTORONGT TV ANOTEAESUATOV TV
KOAREPYELOV Kt TOV GAAOV £pYROTNPLIKOVY eEETACEOY, MOTO00, AUECWHG LETA T7)
AT 1OV OvOTEPE AROTEAECUATOY, 1] avTipnKLTIokT Bepaneia npénet va
nposappdleTon avaioya.

Xphon o nodid

H glovkovaloin bev Ba TpENel v YPNCIHOTOLEITAL GE TPLYOPLTIR TOV TPLYMTOD T1)¢

- KEPAANG.

Aoaohoyia Kot TpOTES YOPRYNONG

Enewdn 1y anoppoenon oty ond Tov 61OpaToq YoptyNon sivon tayeia Kot ainipng n
nuepnowa 661 ehovkovaloing eivar ida v v and 1oV oTOPATOC Ko EVEOPAEPra

YopMyNon.

H nuepiowa 800 tov mpénet va xabopileron pe Pacn mm gdon xar ) Papdtnra mg
LOKNTIWO KNS A0IumEne. O IEPIGGOTEPEC MEPMTWOCELS KOATIKTG KAVIVTIOGCTG
avramokpivovic Bepansvtikeg o e@omnald yopiiynoy. o 1ig popeéc Aopuméewy
7OV ANATOVY YOpTyNoT toikanioy ddoewv Tov papudrkov, 1 Bepaneia tpéner va
guveyiletat £0g 6TOV 01 KAWVIKEG TAPAHETPOL KA1 O1 EPYACTIPIAKEG Soxipoaieg
VIOOEIEOVV VIOYMPNOT TG EVEPYOV HuKNTIHoIKNG AoipmEng. H avenopxig xpovikn
Sdpxewr ¢ Bepaneiag SvvaTdv va 00MYNOEL OE VIOTPOTT] TNG EVEPYOD AoipwENC.
AcBeveig pe AIDS kot kpRTOKOKKIKY) punvryyitida ¥ pe vroTpomdlovca
OTOROTOPUPVYYIKY] KavTvTiaon ouviiBug anoatolv Bepaneia CUVINPHGENS TPOG
PO VROTPOTNC.

Evridkeg
To. T ) Bgpaneio 11 KPURTOKOKKIKNC UNVIYYITIOUS KUl KPUTTOKOKKIKOV

rowmEEOV GAAWDY TEPIOY®Y TOV CORATOC 1) GVVHONC doon eivar 400 mg v npd Ty
NEpa s Bepaneiac akorovBoduevn and d6on 200-400 mg dnof nuepnoing. H
Sdprewn g Bepaneing ETL KPUATOKOKKIKOV AopdEewv efapTdtat amd TV KAk
KU WKNTOAOYIKY avtanokpion o1 fepancio, airid cuvvibwg eivar Tovidpnotov 6-8
efBopadeg eni xpontoxokKIKng pnviyyinidag 1 10-12 efdouddec petd my
APVNTIKOTOINGT] TG Kerriépyeiag tov ENY.

1B. Ta tv 2pdinyy g VITOTPOTNE TG KPUATOKOKKIKNG unviyyitidag oe acleveic
ue AIDS, agpov o acBeviig Aafer €va olordnpopéve apyikd oyque Bepanciag, n
fluconazole umopei va yopryynOei en’ adpiotov oe nuepicw ddon 100-200 mg.

2. o Bepancio TNG KOVTIVIOWIAGC, TNG YEVIKEUREVIC KAVIIVTIOOTIS Kol GAADY
Bapeidv kavivnidseoy, 1 cuvilng doon tov gapuaxov givar 400 mg v apo1n
nuépa ¢ Bepoanciag, axokovBovuevr and d6an 200 mg nuepnoing. Av yparactel
el avenapkovg avTandokpiong 1 60om propei va avéndei oe 400 mg nuepnoing. H
ddpkewn g Bepaneiog e€aptdten ano TV KAVIKT avTondkpion 1ov aclevoy.

3. To g ev 1o Paber poknridoeg propel va anatnBodv déoeig 200-400 mg
nuepnoiong yw Sompa Swpxeiog péypt 2 etdv. H Suwpxera g Bepaneivg npine
va gEaromkedeTAL

o2


http:KaVLlVtat!J.ia
http:Gto!J.aw
http:KaAA1EPYW:.OV

AAYETI-E4250-1372
(24a)

4. Tha m) Bepaneio T GTOPATOPAPLYYIKTG KAVTIVTIAGNG 1) cLVIB1¢ oo™ givant 50-
100 mg anof nuepnoing eni 7-14 npépeg. Eav eivon avayxaio, oe acBeveig pe
Poperég dratapayég TG AEITOVPYIONG TOV AVOCSOTOMTIKOV CVOTHUATOS, 1) Bepaneia
UTOPEL VO CVVEYLOTET Y10 LOKPVTEPO XPOVIKO drdotnpa. 1 ) Bepaneia g
QTPOPIKNG GTOHATIKNG KOVTLVTIRGTG TOV TopatnpEiTal £l TEXVTOV 060vIOGTO GV
N ovvifng d6on elvan SO0 mg anof nuepnoing eni 14 nuépeg, xopnyovuevn
TOLTOYPOVE UE TNV EPAPUOYT] TOTIKOV AVTICNTTIKOV PETPOV £ TOV
0d0vVTOGTOLLOV.

[Na m Bepaneia ARV KOVTIVTIOCIKOV AOILOEEWV TV BPAEVVOYOVOV (EKTOG TG
KOATIKNG KAvTIVTiaonG, PAENE KATOTEP®) .y TNG 0100PAYITONG, T®WV U1 SindnTikdV

~ Bpoyyomvevpovikdv AolndEEw VTS KevRvEovptac T pdviag Prevvedeppatikng
KAVTWVTIRoNG KA., 1 cuvnong anoterecpatiky 66om eivar 50-100 mg nuepnoing
yopnyovpevy ent 14-30 nuépec.

5. Tha m) Bepaneia TG KOATIKNG KAVTIVTIROTG KAl TG KAVTIVTIOGIKTG Paiavitidag
nPEMEL va yopnyovvtan 150 mg and tov 6TOUATOS G EQATas ddoT).

6. T deppanikéc AoudEELS Tov TEPIAOUPAVOLV TN SEPUATOPVTIACT] TV TOS DOV,
TOV YOV SEPUATOG KA1 TV UNPOYEVVITIKOV TTUYMOV KaBOG EKEIVEC TOV 0QEiAovTat
o1 Candida, 1 ovvictdpevn ddom etvan 150 mg anaf efdopadiaiong 1) 50 mg dnag
nuepnoiong. H ddpkew g Bepaneiog xopaiveton and 2 £0g 4 efdopddeg, alid
£101KA 1 deppotopnkuticon tov Toddv pnopel va anatmoel Bepaneia £wg 6
efdopddec. Na v mowthdypov mrupiacn 1 cvvictOUeVT 8601 eivar 50 mg dnaf
NUeEPNGing y1a 2 £mg 4 efdopddes.

[Na deppatoPLTIAGEIG TV OVOYW®V 1) GVVICTOREVT) 60T givan 150 mg anaf
eBoopadiaing. H Bepancia npéner va cuveyiletan £0¢ 61OV T0 TATYOV ViYL
avikatootadel and vy H avantudn vyidv voxidv ota 04yTuAL TOV XEPIOV Ko
TOV TONOV PUoOAoYIKA antontel 3 pe 6 unvec kot 6 pe 12 pnveg avrictoya.
No1060, 0 PLOUOS AVATTVLENG PTOPE] Vo TOLKIAEL ONPAVTIKA AN ATONO OE ATONO Kat
efaptaton kou and v Mikia Tov atopov. Ilepiotaciakd, petd v emvymn Bepancia
TOV HOKPOYPOVIOV AOHOEEMY, Ta VOY1A HTOPEL VAL TAPAUEIVOVY dVCHOPPQ.

7. o v TpOAYN TV HOKNTIACIKOV Aotpntenv o€ acBeveic pe vynid
KvOUVO va avamtOEovV YEVIKEDIEVT AoipwEn m.y acBeveiq Tov avapévetatl va £xouvv
Poperd 1 TapaTETAPEVT] OVOETEPOTEVIQ, OTMG ACOEVELG TPOG HETANOCYEVOT HLEAOD 1)
cuvicTopev) 0601 eivar 400 mg dnaf nuepnoing kat yia v Tpdinyn tov
HUKNTIACIKOV AOUOEE®V 08 acOeVELG pe oVOETEPOTEVIR KOt KaKONOE1G VOGOVS oV
npodraBétovy oV avantvEn TETO1V Aotu®EEDY ¢ anoTélecpa ynuewodepaneiog
LLE KVTTOPOCTATIKA Gappaxa 1 aktvofepaneiag 1 6601 kvpaivetar oand 50-400 mg
anal nuepnoiwg. H yopnynon npéner va Eexiva apretég pEpeg mpv v ekdNAmon
TG AVOUEVOLEVT|G OVOETEPOTEVIAG Kal va cuveyileTar yio 7 nUEPEG peTd TV avénon
0V ap1Bpol TV OVIETEPOPLOV KVTTAPWV € TINEG Gve Twv 1000 xutTdpwv ava
mm’.

Xpnon ce madLé
Onog xar 61NV TEPITTOON TOV EVNAIKOV HE TAPOUOIES AORHMEELG, 1) DidpKEwd TG

Oepanciag faciletor otV KAWVIKY Kot poknTohoyikt] avrarndkpion. H gprlovkovaldin
YOPTMYEITOL OC pia Nuepnota doo.
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Ma noadil pe veppixy dvorertovpyia, BAéne 1y docohoyia o1y naplypapo
«AGHEVEIC UE VEQPIKT GVOAEITOVLYIEY.

Mo nhaxioc pevarviepnc 1ov 4 efoonddmv

H cvvictopevn §don ¢ phovkovalding vy xaviwvtiaon 1wv Brevoydvvev eivar 3
mg/kg nuepnoing. Adon epddov ion ue 6 me/kg pnopei va yprnoponoinbei mv
PG NIépa yio taxbiepn enitevdn otabeponompévev emmnédov 610 aipa.

Mo v Beponeia ™G YEVIKEDHEVTIC KOVTIVTIRGTG KO TOV KPUITOKOKKIKHY
ropdEemv, 1 cuvictopevn oo etvan 6-12 mg/kg nuepnoiwg, eapropevy amod ™
BopoTnte-te vooou.

Mo v TPOATIYT THV HUKNTICIKOV A0dEenv o8 acBeveig pe avocoKoTACTOAY
OV S1aTPEYOLV KivBUVO OVOETEPOTTEVIOG (¢ AMOTELEG PO KVTTAPOTOLIKNC
ynueodepanciag 1 axtivobepanciac, 1 060N npéncet va eivar 3-12 mg/kg nuepnoiwg,
eEaptdpev ond TV £xtacy Kot T Sidpketa g npokinbeicag ovdeteponeviag
(BAéne doocohroyia evihixwv).

H péyion docoroyia twv 400 mg nuepnoing dev 8a npénet va vaepPoivetan oe
T

Noudid niixkiac 4 eBdouddwv 1 vewtepa

Ta veoyva anoPdadiovv ) grovkovaloin apyd. Katd tig &bo nphteg efdopddec tne
Long Tovg, mpénel va ypnotponoieitar 1) b 8601 oe mg/kg pe avti mov yopnysitan
ot peyohvTepa toudid, olhd va yopiyeitar xabe 72 opec. Katd v Sidpreaw twv 3-
4 efdopadwv g Long Tove, 1) idi 00T Tpénet va yopnyeital kade 48 mpec.

Y népyovv Aiya pappaxoxivijiiké dedopéva yia va vroostnpifovv avti v
noooAoyin ota veoyva (PAtne 5.2, Qappoxoxivitikég 1d16tyteg).

H péyiotn Soooroyia dev mpénet v viepPaiver tal 2 mg/kg xdbe 72 dpeg o1a naud
Kot T1¢ 500 npoTeg efdopuddes g Lwfc Tovg. e nondid 3 £we 4 eBdonddwv ¢

npénel va vrepPaivet 1a 12 mglkg xabe 48 opec.

H pappaxoxkivnmikn mg provkovaloing dev £xet peretnOel oe toududt pe veppuxij
QVETAPKEL.

E@’ 6cov dev vadpyovv evdeilelg dratapayc ¢ VEQPIKNG Agttovpyiog npénel va
yopnyovviat ot ouviBerg 8601 1o pappdkov. Xe aoBeveic pe veppiki
dvchertrovpyia (xdBopon xpeativivng < 50 m)/min) 1o dosoroyikd oynua npénel va
TPOocapuolETal COUPOVA HE TV KATOTEPHD 0dnyia.

AcBeveic pe veppixni SusAisttoupyia

H phovkovaloin amofdiietan xvpiwg dwr TV ovpev VLo averroinwtny popeny. Le
yopfynon e’ anaf d6ang Tov gapudxov dev elvat anapaitnTy 1 pOOmon g ddong
avtic. Eni noikaniov d6cewv provkovalding oe acOeveic pe vegppiky
duchertovpyia, mpENEr va yopryeitan pio apyikiy 8domn e9odov and 50 fwg 400 mg.
211 ovvExew PETA T1) dOoT) EQSdoL, N epficta d6om (chppwva pe Tig evdeieic)
apénel va Paciletonr otov axdiovbo nivaxa:
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Kabapan xpeatvivig (ml/min) Hooooto suvictouevne d6ong

>50 100%

11-50 50%

AcbBeveic nov Pplokovia 100%

ot UOBOAITT) neTd omd kGbe ovvedpia capodwiicemg

Orav 1 xpeativivy opod eivat 0 pdvog SeikTng TG veppiktig Aertovpyiag,
eQapUOLETAL O MO KATH TUTTOS Y1 AVEVPEST) TNS KGbapong kpeatvivig:

Béapoc ooparog (Kg) x (140 - niwia)

Avdpeg:

72 x xpeatvivy opol {mg/100 ml)
Iovaixeg: 10 0,85 g Tyng TV avdpov
Xopiynon

H ghovkovaldin pnopel va yopnyndel cite and 1o otopa 1 pe evéo@héPua tyyvon
oe puBpd mov va unv vrepPaiver ta 10ml/ientd. H 066¢ yopnynong eéapratar and
Y KAWIKY Katdotacsy 1o acbevode. Katd tnv edkayh g 0dob yopiynong and
evdoALPia oty and Tov o1opaTog ) aviifeta dev VIGpPYEL avaYKY Yo aAAayT) g
nuepnoag 660ms ou pappdkov. H grovkovalokn ¢épetat o didhvpa yhopiovyov
vatptov 0.9%. Kdabe gwridio tov 200 mg (prarido tov 100 ml) nepiéyer 15 mmol
Na+ ko CI'. Aedopévov 6t 1) ghovkovaldin hwuribetar og apard Sithvpa
yAoprovyov vaipiov, o achevelg mov anateiton Tepropionds AMyene vatpiov 1)
vypoyv, npénet va efetaletan o puBpog yopynong vypov.

Avrevdeileig

H giovkovaldin dev npéner va ypnopomoeiton o€ aoBeveis pe yvoo) svaicnsia
070 PapRako 1 ot onowdfArote and Ta adpuvi) £K303x TOV 1| 6€ TUYYEVT
OKEVACHATA ALOADV.

H ghovkovaldin dev npénet va ouyxopnyeiTon He cloanpidn 1 tepgevadiviy o
OMOiEG £ivan yvmotd 0T mupateivouy 1o dwstnue QT kot petaforiloviar and to
evlopo CYP3A4. (Bitne 4.5- Alingiembpdosg pe aiia GappoKa Kay alieg
popeic arinienmidpaocng).

Eidikéc Mpoctdonomjonig kat Edikéc Hpoguraleic kata  yprion

Hrozwnq PAAPn: 1 yophynon grovkovaloing éxer cuoyeTioBel og ondvieg
TEPUTOOEG HE oPap) NratotefikdTTa Tov o8 eEUIPETIKG CNOVIES TEPITTHOTCEL
Ntav porpaia, Wing yo aobeveic pe vrokeipeva cofapd vooijpata. Ze acbeveic nov
noipvouv rovkovaloin kot epgavilovy nratotofikoTTa dev mapatnpnbnke
ovoyénion pe v oAkt uepnown ddon, Spken Bepaneiag kol VAo 1 nhikia TV
acBevidv. H nratotofidyte and ghovkovaloin ovvibog elvar ovaostpéyipun petd
) Swexonn) g Bepanciac .

Acbeveig mov napovcidlovy Promuxic hutapayfc e Nrankig Asttovpyiag xatd
™ Sdprera g Oepaneiag ue provkovaldhy), Ba npéne va napaxkoiovBovvion o1evi
e v mibavotnta eEéhiEng coPapne nratiknc Prafne. H ohovkovaldin Ba npéne
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vo SIaKONTETAL EQV TAPOVGIUGTOVY KAIWIKGE CUUTTOUATY KO oNpeia evosKTikG
nreTikng vocov, Ta omoio Propei va ogeidoviar oty phovkovaloin.

Travia, acOeveic £xovv avantiter anopohdutikn depuatitida, dnwg ocvvdpouno
Stevens-Johnson ko 1odikT) emdeppiky vekpdivon katd ty idpxera Bepaneiog pe
@rovkovalohn. AcBeveic mov macyovv and AIDS givon neprocodtepo emppeneig
o1V exONAWOT coPapdv SEpUATIKOV OVTISPAGEWNY OPELAOREVOV GTT XPNON TOAADY
pappakov. Av eppaviotet e£avlnue, oe acBeveic Tov vrofaiiovion oe Beparein
YiQ EMQPAVEIKESG PDKTTIAOWES LowmEELS, T0 onoio Bewpnbel 6T1 opeiietan 6TH
@rovkovaldodn, n tepartépo Beponeia pe 10 Eappaxo npinel va haxonel. Av
acBeveic pe Smbynikég/ovomuanikés poknnaces avantodovy ebaviiuata, npénet
va nepakorovBodviar pe npocoyi kol -epaneia pe-provkovaloin. vo NoKoTTeTan
av eppavicTodv puoaidmdelg PraPeg v modbpopgo epvbnua Tov déppatog.

L& onlviE TEPITOOELS, OTOG Ko PE Tig vrodowmeg aldheg, £xe1 avapepBel
avOQUANKTIKY avIidpao.

Opwopéveg aldreg, ocopnepiapPavouévig tov g pAovkovaloing, £xovy
cvoyeticfel pe maparacn tov Swothpatog QT oto nhextpoxapdoypagnpae. Katd
TV TOPAKOAOVEN G TOV POPRAKOL HETA TV KUKAOQOPIL TOV GV ayopl
avagipbnkav ok ondvieg nepuntcerg naphtaocng 1ov hacmmpatog QT oto
NAEKTpoXapdIOYpaYNLo. KOl torsade de pointes ot aoBeveic otovg onolovg eiye
yopnynBel provkovaloin . ITap’oko mov 1 ovoyétion petadd grovkovalding kar
naphracng tov hiwotiuoatog QT dev £xer enaprog Bepelwwbei, 1y phovkovaldin
npénel va yopnyettan pe mpocoyn} o€ acbevelc pe evdexoOueveg npoappubikic
KOTOOTAGELS OMMS:

o Zuyyevn N} TEKHN PO PEVT] ERUKTNTY) AAPATACT 10V dwotiuatog QT

*  Muvokapdondfeia, 15lwg 6TaV VIAPYEL KAPOWKY) AVELOPKELL
+  DhePoropPun Ppadvxkapdia
»  Evepyéic ocopunmtwuonikés appubuisg

s Tavtoypovn Bepamentikn aywyt yia v onola givon yvio16 611 nopoteiver
10 Srdotypa QT

e Hicxpolvtikég Satapoyis OM®C Voo, VIoNeYVNC Wi Ko
vnacBeotapia

(Bhéne 4.5 Ahinlemdpaoeig pe dida pdppaxa kar GALeg popeig alknienidpacng)
AcBeveig pe ondvia xinpovopxd npofinpata dvoavebiag o yohaktdln,
avendpxetag g Lapp Aaktdong N dvcanoppognong yAvkoing-yohaktolng de Ba
nPENEL va AapBavooy avtd 10 @aplLaxo.

Alinhemdpaccig ne @iia eapupaxa ko alieg popeic allnlenidpoong
Otaddnlemdpaoceig He Ta TAPAKATO pappaka, oyetilovral pe ) xopiynon

TOARATAGDY SOGEWY YAOVKOVALOANS KU1 1) GYECT TOVE UE TT) XOPNYNON £¢°4nal
doong 150 mg phovkovaloing dev £xer enuprog Bepeiiwdet.
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Prpauniivy
H tavtoypovn xopnynomn g grovkovaloing kot prloopmKiving Tpokdieos Heiw o
kotd 25 % e AUC xan Bpayvvon katd 20 % g nuineprodov Lo g
provkovalding . Ze acBeveig mov Aapufavovy TavTOYpOve Ko pPLpuaumikivy Tpérer va
eEetaleton 10 evoEXOUEVO TG AOEN GG TNG 8OGNG NG PAoVKOVALOANC.
Ydpoyiwpoberalidn
Ze pelétn xivnTikng aAnienidpaonc,  TaVTOXPOVN Y0pNYNOT TOAROTADY 6OGEDV
vopoyrwpoberalidng oe vyieic eBehoviég mov ehapuPoavay provkovaldin, avénoe Tig
CLYKEVIPAOGELS TNG pAovkovaloin oto mhacpa katd 40%. ‘Eva amotélecpa avtig
™mg ta&ng peyeBovg dev Ba mpéner va kab16Td avaykaio tn petafoir tov
3060L0y1KOD GYNIOTOG TG PAovkovaloing ot acBeveic mov AapPavouvy TavtdYpova
KOU-0100 PTTIKG- P ap Heuce; e p 0T 0-CLVTAY O YPAPOV WTPOC TPEMEL VAL EYEL VT dynv
TOV TO TAPUTAVE.

Avaanktuca

e pehétn arinienidpoong g erovkovaloing Ppébnke 611 avédver To ypovo
npoBpopPivng(12 %) petd ) yopnynon Papeapivng oe vym appeva dtopa. Katda
TV apakorlovinon TOL PUPUAKOV HETA TV KUKAOPOPIa TOV GTNV ayopd £X0VV
ava@ephei, Onog kAt pe Tig AAAeG avTipvknTIacitkég aloieg, apoppayikd cupPapata
(poroneg, enioTal, YOSTPEVIEPIKY] oupoppayia, cupatovpic kot pEAove) o€
cvoyéTion He v avEnon tov ypdévov npobpopfivng oe acbeveic mov Aaupavouv
Tavtoypova provkovaloin kar Papgapivn. O ypdvog tpobpoufivig oe acbeveig mov
rappavouy kovpapvikd oviankTikd Oo npémel va eEAEYXETOL CLYVOTEPQ.

Bevlodralenivec (Bpayciac Apaong)

Metd v and Tov oTopatog yopnynon wdalorauns, n erovkovaloin tpokdiece
OTHOVTIKEG AVENGELG TOV GLYKEVIPOOE®V MSaLoAANTG KOOMG Ko YUYOKIVITIKES
emdpaoceig. H dpdon avtr pe ) mdaloraun gaivetar va eivatl nepiocdtepo
OTMUAVTIKT HETA TNV A0 TOV STORATOG XOPTYNOM, GE GVYKPIOT HE TNV EVOOPAE P
xopnynon grovkovaloing.

SV epinTmon mov ancteitol 1) Tavtoypovn Bepancia pe Peviodwalenivy Ba npimer
va diveton Tpocoyr| o€ acBeveic or onoiot AapPéavovy Bepaneia pe phovkovaloin,
wote va pewwdei ) docoroyia g Peviodwalemivng evid o1 acBeveig Ba mpénel va
TAPOKoA0VOoDVTOL KOTAAANAL.

Zovlgovvilovpieg

H gplovkovaloin Ppébnke éT1 napateivel To xpovo nuicewag {owng tov Tavtdypova
YOPNYOVHEVAOY QIO TO STORA GOVAPOVVAOV PV (Yhwpompomauidn, yAvBevihapidn,
yromlidn ko TorkPovtapidn) oe vyieig eBeroviéc. H phovkovaloin ko o and tov
GTONOTOG COVAPOVLAOVPiEG PTopEL va yopnyNBovv Tavtodypova oe drafnTikovg
acOevelg, ahld 1 SVVOTOTNTA ELPAVIONG VTOYAVKOIHIKDV ENEICOOIMV TPENEL vaL
AauPavetar v’ oyw.

P arvovroivyy
H tavtoypov yopiynon g provkovalding Kot TG GovuvToivng Hrnopet va

av&noel Ta eTinEda TNG PoIVUVTOIVIG 6 KAWIKG onpovtikd Pabpd. Eav eivan
ATOPAITN TN 1) TOVTOYPOVT] YOPYNON AUPOTEP®V TV PAPUAKWDV, TPETEL VaL
napakorovfodvio To EMNEDQ TNG PALVVVTOIVIG OTO OO Kal Vo Tpooappoletal n
d0om av¢ ®oTe va S1atnpovvIal T BEPUTEVTIKG EMITESH TOV PUPUAKOV.

AT Tov 6TOoHATOS AVTICVIANTTIIG
‘Exovv mpaypatonomBel d00 QupUOKOKIVITIKEG HEAETEC HUE GLVOLAGUEVE OO TOV
CTONATOG AVTIGVAANTTIKG oTlg omoieg ypnoiponom|dnkay norlaniic S0celg
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provkovaloine. Aev mopatnprfnke oYeTkY enidpacn eni TV OpHOVIKOY EMITESHY
xaté 11 peAETN ypnowonoinong ddoewy 50 mg g erovkovalding, evd eni dSOCEWG
10V Qapptxov 200 mg NUEPNGinS, 0L LTO TV KUPTOAT CUYKEVIPOGEMY TEPIOYXES NG
aifuvorowsTpadiding xu g AePovopyeotpéing avEndnkav xatd 40%xko 24%
avtictorya. Te pia pekém yopfynons 300 mg glovkovaloing efdouadraing, 1
AUC ¢ mBovoleotpadidoing kat g vopetivdpovng avEnbnke xatd 24% xou 13%
avtiaTorga. ¢ EX TOVTOV, 1| LPNCILOTOINGT TOAAUTADY SOCEWY TG PAOVKOVALOANG
oV avetépe dosoroyia eivar anibavo vo £xer enidpacn eni tng
OMOTEALEGUATIKOTITAG TOV XOPTIYOVREVOL AR TOV GTOUATOG GVVAVATHEVOL
AVTIGUAANRTIKOU pappaKov.

EvSoyevif-otepoceidif

50 mg g @hovxovalding nuepnoing dev enmpedlovy 1a enineda twv evboyevav
oTEPOEBOY oTIg Yuvaikes, evd Sbon 200-400 mg npepnoing dev £xer onpaviiky
KAWIKT £nidpaon 6Ta enineda EVEOYEVOV GTEPOEDOV 1| GTIV AVTUROKPICT] OV
pudpileron and v ACTH ot vyeig dppeveg ebekovtée.

Kvrdooropivy

Le pia pappoxokwvnniky perén exi acBevov mov vrefAndnoay oe petapdcyevon
veppmv Bpébnke 011 N yopfynon provicovaloing ce d6om 200 mg nuepnoing
RPOKGAESE apyn) aOENOT TOV CUYKEVIPOOEWY KuKhoonopivre. Ev tovtow, oe Giin
pEAETT) Kath try onoia yopnyndnkoay nollandég ddcerc rovkovalding I6£¢ mpog
100 mg npepnoing dev mpoxindnke enidpacn eni 1wv enmédwv KuKAooTOPivIG OE
aceveic pe petapdcoyevon poerot TV ootov. Le acheveic nov hapPavouy
PAOVKOVALOAT CUVIGTATAL O EAEYYOC TWV CUYKEVIPOOEMY KUKAOGTOPIVIG 6TO
TAQG L.

Ocopuiiivy

Te edeyydpevn perétn adinienidpaonc pe ekoviko pappoaxo (placebo), n yopriynon
¢ provkovaloing oe door 200 mg ent 14 nuépeg, npoxdicoe peivon katd 18 %
g HEOTIC TIUNG KGBapong e Beopuiiivne ard 1o TAdoua. AcBeveic o1 onoiot
AauBdvoovy peyddeg Sooeig HBeopuiiivng 1§ aobeveic mov mapovordlovy avinuévo
Kivbuvo 1o ik exdnimoenv and 11 Beogoiiivy npénel va rapakoiovBolviot yia
onueia 1oE6TNTAS KATA TO XPOVO AMyen] ¢ grovkovalding, 1 d¢ Hepaneia
RPEMEL VAL TPOTOMOLELTAL KATAAANAWG ERL ENEAVIOTC onpeinv TodikoTTac.

Tepoevadivy

EE’ aitiag ™ng eppdviong cofapdv appubundy mov Y00V TUpOVCILCTEL,
devtepoyevmg Tpog Ty rapdtact tov Shaotinatog QTc, oe acbeveic nov
ehapfavay aviipvknnackic aloieg kar eppevadivn, npaypatorombnkay peiéteg
arinienidpaong. Mia perétm pe doceg 200 mg provkovalding nuepnoing, dev
£oerle naparaot Tov hnotrpatog QTe. Mia dAkn perétn pe déoeig phovkovaloing
400 ka1 800 mg nuepnoing, £de1&e 6T nueproieg 6ot provkovalding 400 mg 7
REYOADTEPEC RPOKOAODY onuavTikn adner tov emmédwv e teppevadivig o1o
TAGO PO KATQ TNV TOVTOYPOVT ZOPTYTIoN 1oV gaprakwy. Exovv avagepbet
onopadikd nreprt®oel; acbfpatog noipdv, tayvkapdiog, (ding ko Bopakikov
dhyovg oe acBeveic mov AaufBavovy tavtdypova provkovaloir Kal 1epeevodivn,
Omov N oo HETALD TV avaQEPOLEVEOV avETIBOUTOV EVEPYEIDV KO TG
QapuaxevTIKNg Oepuneiog 1) TV VIOKEIPEVOVY WTPIKGOY GuVINKOV dev HTav cugng.
AdYo g mBuvAg soPapdtnTac TéTotug Hopehc aAlnAenidpacng cuvioTdtal va un
AoapPaveron tepeevadivny oe covovacuo pe provkovaloin (Prine Avievdeifeiq).

Zioanpidy
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‘Exovv avagepbel xopduakd enaicdoa, nov nepraapfavovy torsades de pointes, ce
agBeveig 0TOLE oMotovg YopNYNOnKe Tavtoypova phovkovaldin kol orwonpidn. Mia
pekétn eAéyyov £de1e Om TavTdypovy xopnynon epdnal 200 mg provkovalding
Nnuepnoing kon 20 mg croanpidng TEcoEPIg POPES TV NUEPQ 0N YNOE OF OTIHAVTIKA
abEnon 1oV EMIES®Y CIGANPidNg 6TO TAAC IO KOl GE TAPATACT TOV JACTHHATOS
QTc. Xnig meprocotepeg and avtég Ti¢ TEpUTTOGEIS o1 acbevelc eppavilovior va
Exovv npodidBeon v appubuicg M| ooPoapic vroxeipeveg aobéveaieg xon 1 oyéon
petald tov avaeepduevov copfapdroy xat ¢ mbaviig ahAnienidpacng
phovkovaloing -cwanpidng dev elvon capng. Adywm g evieyopuevnc cofapdtnroag
TETOWG HOPPTIG CAANAETIOPAGTIC 1) GLYXOPTYTION Groanpidng avievdeikvotal e
acBeveig mov hAapfavouvy grovkovaldin (Préne Avievdeifeic).

ZidoPovdivy

ADO pappoxoKNTIKES HEAETEG OL omoieg £de1fay avinuéva enineda LidoPouvdiviyg,
mbavotata Adyw 1oV pewwpivon pubuot petatpontig g LidoBovdivng npog tov
Kuping petafoiritn e Mia pekétn xatd v onoia yopnynonkav 200 mg
provkovaloAng nuepnoing yio 15 nuépeg kaboproe 1a enineda {idoPovdivg npv
KO HETa T yopfynoT @rovkovalodng oe acBeveic pe AIDS 7 pe ARC{ovvdpopo
oyxeniouevo pe 1o AIDS). Hlaparnpfibnke onpavtiky adinen oty vad Ty Kepmdin
cuykeviphoenv tepoy(AUC) ion pe 20%. Mia debtepn tuyaionomuévn,
Sirvstavpodpevn perétn dvo tepddov kan 600 Bepaneidyv, eEftace ta enineda g
GidoPovdivie ot acBeveic mposBefinuévovs and tov 1o HIV. Xe dbo nepmtoocs,
o€ YPovikn andctacn 21 nuepodv, or acbevelg Ehafav 200 mg Lidofouvdivng kaBe 8
opeg pe M yopig 400 mg provkovalding nuepnoiwg vy 7 nuépec. H AUC g
{16ofovdivne avEndnke onpaviikd (74%) kata ) Sidpkeia g cuyopyNoNg
ohrovkovaldine. OvaoBeveic nov AapuBdvovy avtd 10 covdvacud Quppuixev TPEnel
v tapakoiovBobviat yia v avéntoly avemBopuntov avndpaoemy mov
oyetilovrar pe 1 Lidofovdivy.

Pigaunovtivy

Yrapyovv ava@opéc 611, 6Tav 1} pAOVKOVALOAT] CUYYOPTYEITAL HE TNV PUPAUTOVTIVY,
vRApYEL aAANALTIdpacT oV 0dyel e auEnpiva sTINEdH PUPAUTOVTIVIIG 6T0 Opo.

Y népyovv avapopés payoelditidog oe acbeveic o1 onoiot Aaufuvay tovtdypova
@rovkovaldin kot prpapmovtivy. Ot acBeveic mov Aapfévovy Tavtdypova
@rovkovaldin ko prpapnovtivy Ba Tpénel va TapaKoAovBotVIEL TPOGEKTIKA.

Taxpdipuog
‘Exer avogepBel 611, 6tav 1 phovkovalodn yopyyeital tavtdygpova pe tov

TOKPOALO, DRAPYEL AAXNAETISpaoT) Tov 0dnyel o€ avdnuéva enineda taxpdiipov
61OV 0p0. Yndpyovv avapopé veppotodikdtnrag o acbeveig 0Tovg onoiovg 1
@rovkovaldin xat o taxpdiog cvyyopnynbnkav. Ovacbeveic nov AapPdavovy
TaTOY POV TakpOrIpo Ko @rovkovaloin Ba npénel va mapaxoiovbovvral
TPOGEKTIKA,

H xpfion provkovalding ot acBeveic nov AapPdavovy nepiotaciakt aotepldAn 1
aAra gappoke tov petaforiloviar and 10 ovoTHUE KVTOYpORaTOC P450 evdéyetan
va oyeTILeTon pe TV abENoT TV EMTESOV TOV PUPUAK®OV avT®V oTov opo. Eni
ATODOTNG CVYKEKPIUEVEVY TAT)POPOPLOV CUVIGTATOL TPOGOYH 0TV GUYXOPYELTOL
@rovkovalohn. Avtd eival GTIHAVTIKG Y10 QAPURKE TOV TAPATEIVOLY TO S1loTue
QT. O1 aoBeveic Ba npémel va eAEYOVTOL TPOCEKTIKA.

Mekéteg arinienidpaong éxovv deilel 6T1 1 ouyropTynon provkovalding and Tov
GTONATOC HE TPOET], olpeTIdiv, aviidbva 1) L Bepancin ohikng axnivoforiag yia
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LETAROGYEVGT] HUEAOD TOV 0GTOV SEV TPOXAAEL KAWVIKA CTHOVTIKY) HETAPOAT T1)g
anoppdPnong grovkovaloang.

Ot ywrpot Bo mpénel va eivar evijpepot yia 1o OT1 peréteg ariniemidpacng
PAPHAKOV-PappaKo pe GAreg Bepaneieg dev £xovv SteayOel akhd evoéyetar va
svpBovv,

Kinon ko yakovyia

Xphon xatd mn S prewa TR KOToTE

AEV-DTAPFOVV-ETOPKEIGKALKOAG EAEYYOUEVEG NEAETEC GE EYKDEC YOVIIKEC, .

Y napyovv ava@opig TOADHOPPWY CVYYEVOV OVOUaAGY GE Bpéen tov onoinv ot
untépeg eiyav vroPAndel oe Bepancia pe vymiv 66om(400-800 mg/Mmpépa)
provkovaloing vy 3 1 tepiocdTEPOVG uives Y kokkidoidopvkrtioon. H
OLOYETION AVAUES GTY) XPTIOT] PAOVKOVALOANC Kal G avTh Ta ovpPapata dev givat

SaPTG.

H yprion tov poppdxov oTny K0T TpETEL VO aTOPEDYETAL, EKTOS TV acBeEvmOV pe
Bopiéc kot aneinnikég yie 1r Lof poknnuacwkés AopmEEels, 611G onoleg Uopet va
ypnoorombei 1 provkovaloin eav Ta ovapevopeva ogEiy and Tn Bepanein
vaepkolvrTovy Tov mbavod kivdvve Todikrg enidpacng ent tov epPpiov. Enapxrg
avTIGOAATYT) TPETEL vaL Y PTICIHOTOEITON OF Yuvoikeg GE avanapaywykn nixia.

Xpnor ot yeiovyia
H @iovkovaloin avyvedTNKE GTO URTPIKG YOAR YOVRIKOV GE TUKVOTITEC TOPOUOES
HE EKEIVEG TOV TAAGHOTOG KAT ETOPEVOG OEV GUVIGTATAL 1) XPTGT) TOL PAPUAKOD GTI
gnAadlovoeg pnTépes.

Enidpaon oty ikavétnTa 0dMynong Kat JEIPICHCT jNaviiuarov
H zgipo and 1y xpnomn e ehovkovalding vrodeucvier 01t 1 Beparcia eivon anibavo
VO, EINPERSEL TV IKVOTITO 08AYNOTS 1) YEptopd unyavnudtov ond tov asbev.

AvembBopunTeg evipyeieg
H glovkovalboin slval Katd kovova KaAMS aVEXKTH.

O mo ovyvig avemBopnteg evipyereg mov napatnpdnkay xatd ™ Sipkeia
KAVIKOV pehetdv xan oyeriloviar pe ) @hovkovaloin siven:

Awtapayég Nevpkod Zvotipatod: kegoiaiyia

MOTOPaYES YOOTPEVIEPIKOD GUOTIRRTOS KOWAMOKG GAY0C D1appota, HETEMOpdg,
vouTia.

MATopayEs Tov SEPHATOC KAl TOV VIodopoy 10ton: ELdvBnua.

Matopoyés Tov NIATOC Kot TV X0ANedpov 0dov: Hratkn tofxdtrta
cvpneprhapPavopévov 6TAVIKOY TEPIMTOGE®Y Bavatwy, avEnpéves Tipég ahkalixnig
PwoQatacng, xorepvopivng, SGOT ko1 SGPT.Ze pepikot aobeveic ko haitepa oe
acfeveig pe Papiéc vrokeipeveg vooovg 6mwe 1o AIDS kot o kapkivog, katé ™
hapxewn Bepomeiog pe erovkovaloin Kol GLYKPITIKA gappoka £xovv mopatnpndet
Swrtopoyis G VEEPIKTG ALTOVPYing, TN AErTovpylag Tou auomomTikoy
cvoTNRETOG Kabbg kot natikég datapayic (Brene 4.4 Eadwkég Hposidonomoag
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kat Eidikéc Ilpoguia&arg katd v xprion), ohia 1 KAviki) onpacio xon
@ITIOAOYIKY GLOYETICT pe 1 Bepameio givor appifoin.

Ané v anoktndeica epmaipia, HETA TV KUKAOQOpia TOV TPOI6VTOG Ty
ayopd, &xovy avogepdei ov akodiovBeg avemBOuNTES EVEPYLIES:

Aotopayf TOU CUOTOWTIKOD Kol TOV AELPIKOD CVOTHHATOC  Agvkonmevia
COUTEPIARUPBAVOUEVAOV THC ODOLTEPONEVIAG, BKOKKIOKVTTApApiag Kat
Bponfoxvroneviag.

Atapayis TV OVOSOTOMTIKOY GLOTHATOG Avagpuialia (cvunepthapfdvovon
-0yY 106N - HE-TPOcOTOV - KVO HOS) KVidmo.

Matapayég Tov petaforiopod kot g Opéyng: Y nepyoinotepivaipia,
VREPTPIYALKEPIBOLI, VITOKOALOLRIE.

Matapayéc Nevpikod Zvotiuotog: Zain, onacpol , hatapoayés s yenone.

Kapduyyewxég Awatapayéc: Tapdtaon Swompatog QT, torsade de pointes (Préne

xewaraio 4.4 Eidikég poadonoosig kar Erdwkig Hpogoialag kata

apion)’ .

AWOTAPayES YOSTPEVIEPIKOV CVCTHNATOS: AVCTEYIN, ELETOC.

Matapayfc TOL HIATOC KA TOV YOANPOpwY 060V M1) 9UGI0A0YIKN NIToTiKy
AE1TOVPYiQ, NRATITIS, HATOKVTIAPIKT VEKPOO, IKTEPOC,.

ArtapayEs Tov SEPRITOS Kot TOV BToddpov 16100 ALOTEKIR, AnoPordwTIKE]
dwtapayéc tov déppatog, cvpreprrapfavopuévon tov cuvdpdnor STEVENS-
JOHNSON xou g to&ikng emOep KNG VEKPORVOTC.

INmdarpixol tinbuopoi:

To npopik ko 1 emATOON TOV AVEMOVUNTOV EVEPYEIDV KEBHE Kot Ta Ui
PUCIOAOYIKE ERYOCTHPIEKE EVPTUATA TOV KATAYPAOTKAY KaTd 71 DdpKew 1oV
KALVIKOV REAETOV GE Tl EIVOL GUYKPIGIUA [HE EKEIVE TOV TRLPATHPODVIAL GTOVG
EVITAIKES.

4.9 Yuepdoooiroyia

‘Exovv avayepbel reprotanikd vrepdocoroyiag pe grovkovaldin. Ze pia
nepintwon actevic 42 etiv pe HIV avéntule napuobioeig xar napovoiace
TopavoeldT| copureppopd netd and Afym 8200 mg grovxovaldine. Eywve sioayoy
10V aoBevolg 0T0 VOGOKOUETD Kal 1) aroxatacstact emAbe uéca ot 48 dpeg

Ze mepintwon Mymg vaepfoiiig 6dong yivetar ovuntopotiky Bepancia (Anym
DIOGTHPIKTIKOV HETPWV KL £9° OGOV Eivar avaykaia 1 TADGT) 1OV STOUAYOV).

H plovkovaloin arofaiieton koping pe 1o ovpa. H addnon trg
dovpnong avEaver npopavdg o pubud aroPfoing Tov papudkov. H
£QUPUOYH CpOSVAIGNG EXL 3 OPEG HEMVEL TIG TUKVOTITES TOV GAPUAKOD
oto Thacpa katd 50%.

12
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5. QAPMAKOAOI'IKEY IAJOTHTEY

5.1

5.2

Pappaxobepancvtiky xauyopia Tapdywya Tpuaforiov: Kodikog ATC: 102 ACO]

Qappakoduvapmkic 1hoTnTeg
H glovkovel G avijKel 6TV OpOd0 TOV QVTIHVKTTIRCIKOV napayoyey Tpaloiiov
Ko elvar £vag 1oyupds Kot £181K0¢ avaoToréng TG SUVBESTC CTEPOADY Mo TOVG

LOKNTES.

H gphovkovalOin xopyoUpevy) 1060 a6 10 oToua 0G0 Kol vooieBimg oy
dpacTikd 6& TOKIAIG NEWPOUATIKOV LOKTNIGcE®Y o8 newpopatéloa. H
SPUsTIKOTNTA TS AMOSELYTIKE EVAVTIOV CUOTHHATIKOV LVKNTICE®Y, ONWG eivan
rowuméerg mov opeikovian ot €idn Candida, copnepirapPoavopévng kon g
GUOTHHOTIKNG KOVTIVIIOONG O NEWPopatélma Tov Y00V DTOGTEL AVOCOKUTACTOAT,
otov Cryplococcus neoformans, cOUnepAonBavopévov Kat EVOOKPavIaKOY
rowbEewv, oe eidn Microsporum xon og €16 Trichophyton. H ghovkovaldin éyer
enion¢ anoderybel SpacTIKY O EVOTIKES HVKHTIACEIS, IOV OPEIAOVTIOL 6TOVS
woxnteg Blastomyces dermatitidis, Coccidioides immitis xan Histoplasma
capsulatum cg PLOIWACYIKA KOt 0vVosoXATACTAALEVA TEIpapaTOlma.

H ¢hovkovaléin rapovordler vymin efaidikevon ya 1o Evlvpa mov efaptodvron
ano 1o xutdypopa P-450 tov yoxitov. H ghovkovaldkn yopryoduev oe 66c 50
mg nuepnoing néypr 28 nuépec, Ppédnke dn1 dev ennpedler Tig TUKVOTI|TEG TG
TECTOGTEPOVIS TOV TAAGLLATOG GTOVS AVOPESG 1] TIG TUKVOTITEG TWV OTEPQEDDHY 611G
YOVOIKES avanrapayyikig akiag. H yopiyynon ddcewv grovkovaloing 200-400
mg NUEPNoing dev £xe1 KVIKOG onpavTik gridpaon enl tov emasdav 1ov
evOOYEVOV GTEPOEWOV 1 £xL TNG dreyepring avtandxkpiong oty ACTH oe vneig
appeveg eBehoviég. Meréteg aldnienidpaong pe TV antipyrine vodeixvoouy 6T
e’ dnof N nohhaniic 86oeg 50 mg ehovkovalding dev ennpedlovy 1o
petaforiopd e ovoiag avmc.

H anoteiecpanixétnra g pAovKovaloig 6TV TPLYOEVTIL TOV TPYWTON 11g
KEQOANG £x€1 peAETNBET GE 2 TOYMOTOUEVES EAEYYOUEVEC PELETEG 68 ohvoro §78
acBevary, o omoigg cuykpivouy v ghovkovaelodn pe 11 ykpleopovifiviy. H
ghovkovaloin oe 8oom 6 me/kgMmpépa i 6 efdopadeg dev frav avartepn ard ™y
yrprleo@oviBivy xopnyodpev oe 8661 11 meg/kp/muipa yia 6 efdopddec. To ohxo
1060016 emtvyiog my 6" eBdopdda frav yapmio (erovkovaloin yio 6 efdonddec:
18,3 %, @rovkovaloin yw 3 eBdopddec: 14,7 %, ykprleopoviBivy: 17,7 %) o€ 6Aec
11 opddeg Bepaneiog. Ta evppata avta dev eivan acvpuPata pe ) puowki eEéhkn
TG TPWYOPVTIOG TOV TPLYMTOL NS KEPANG Ywpis Pepomeia,

PappokoxivyTikic 1816TnTEG

Or poppokoxivTikEG WWOTNTEG NG PAOVKOVALOANG £ival TOPOUOIES KOTOMY
YopNYNoNG e and to oTopn 1 evboprePing. H @hovkovaldin anoppoeatar kaiog
HETE OPYNOT ARG TO GTOUX, 01 OE TUKVOTHTEG TG OTO TAAGUE KO 1) CDGTIILATIKY
Bodobecipdmta g vaepPaivovy 10 90% 1wV TUKVOTATOY, OV EMTVYYEVOVTAL
Kotomv evboprefion yopijynong.

H aroppéenon g provkovaloing dev eANpealetal amd THY TU0TOXPOVI] ANy
TPOQPTG. O PEYIGTEG TUKVOTNTEG GTO Gl EM1 VAGTEWS ATOUOD EMTLYYAVOVIOL PETH
1-2 dpeg and g xopyHoedg TG, pe umepiodo anoBoing and 10 nAdopa nepinov
30 dpeg. Ov moxvotTeg 610 TAdopa eivan avalioyeg npog ) 8661, Metd and 5-10
NUEPES Yopynons erovkovaloing anad nuepnoing, npoceyyiletor 1o 90% twv
STAOEPOROMIEVOV GVYKEVIPDCGEDY GTO TAGGHA.
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H yopiynon doomng epodov, dutkdciag g ouviBoug, TV TP TH NUEPQ TG
Beponeiog cLVIELEL GOTE VA EMTVYYAVOVTAL TUKVOTNTES TOV GAPUAKOD OTO TAAGHA
ioeg nepinov npog 10 9% 1TV crabeponompévov emnédwv avToY Katd  dedtepn
NREPO amd TG Lopoews. O puwvdpevos GYKOC Katavoung Tov papuikov eivat
nePinov {60 TPOg TV OAKN TOcOTNTA TOV VOUTOG GToV opyaviopud. H déopevon
TOV GUPUAKOL Nl TIS APWIEIVEC TOL TAAGHOTOC eivat puikpt) (11-12%).

H @rovkovaloin emtoyyavel Kait) S1dvo eviog OAMV TOV DYPOV TOV GHOPATOC 6Ta
omoia peretnBnke. O mokvotnTeg The AOVKOVALOANG 61OV Gleho Kal ota ATHEAN
eV TOPOROLEG TV TUKVOTHTOV autol 010 mitiopa. Le acBeveic pe puknTias ik
unviyyinde ta enineda g provkovalding 6To eyKeparoveoTaio vypd sivar Tepinov
80% TOVv-avIiGTOWR WOV TUKVOTIITOV.GUTOD 1O TAGo 1.

Yyt ovykevipooeg ghovkovaloing o1o déppa, VYNAGTEPES TV
GLYKEVIPMOEWY TOD 0PV, EMTVYYAVOVTaL 6TV Kepativn ctoPada, otnv emdeppida
TOL YOPIoV Kal 6T0 EXXpIa Tov 16pixta. H ghovkovaldin scvoswpedetar otV
xepativy oto1Bada. Me d6ce1g S0 mg dnal nuepnoing, 1 SVYKEVIPOOT TG
provkovalding petd 12 nuépeg jrav 73 ng/g ko 7 nuéped petd 1y AnEn mg
Bepanelog napépeve ion pe 5,8 ng/g. Me 660m 150 mg dnaf efdopaduing, v
GUYKEVIPWOT TS provkovalding oty Kepativy ctoPada, v £Bdoun nuépa, Mrav
23,4 ng/g ko 7 nuépeg petd v dedrepn doon napépewve ion pe 7.1 pg/e.

H ovykévipmon e ghovkovalding ota via, petéd and Sidotnpa 4 pvov
yopynong 150 mg anaf efdopadaime, Ntav 4,05 pg/g oe vy xan 1,8 ng/g o pn
vy} Voo ko 1) phovkovaloin eEaxorovbovoe va eivon peTpriciun o€ deiypota
VUXUOV 6 Ve HeTd 1o TEA0G 116 Bepaneiag.

H x0pia 066¢ anéxkpiong 101 goppakov givat 01 vegpol xat nococtd nepinov 80%
TG YOPIYOD HEVTIS SOOTC AMEKKPIVETIN 6Ta 0Dpa avairoiwTto. H xdaBupon g
@hovkovalding eivar avéioyn npog Ty KAbupar g KpeaTvivie. Aev urdpyouvv
evoeifelg avedpeong petafoiltodyv o1y KUKAoQopia.

H paxpa nuuepiodog Lomg Tov oprdkov oTo TAGoN, o€ aoBeveic e pUOIOAOYIKY
VE@PIKT) AEITOVPYIA Tupeyet T SovatoTTe Y £’ amal nuepnow Yopynot] tov
Kt 7 Bepanein ¢ KOATKNG KavTvTinotg , kabog ko 11y Bepaneia 61 piog aring
nuepnoag d6ong ko St pag aming efdopadwiag d0ong £ni AoV 1OV AoV
LVKTTIRGTKOV AOHOELOV 0TIG 0nolEg evaEiKvyTUL

Mia pedé) GUVEKPIVE TIC CUYKEVIPAGELS GTOV CLEAO KL GTO TAAGHOL,TOV
npotxuyay and yoprynon g aning doong 100 mg gprovkovaloing, i onoia
xopynonke o¢ nécIpo even@pnua (EETAEvoviag Ko KpatdvIag T0 610 CTOUM Yidt
V0 Aentd 1po Tg kaTdnoons) i ¢ kayovia. H péyiotn ovykévipoon mg
provkovaldAng oTov Gieho, PHETA TN YOPIYNION TOV EVAOPALATOS, TopaTtnprnxe S
AemTh petd 1y Katdnoot ke nrav | 82 gopéc vynAdtepn g pEYIoTIG
GUYKEVIPLOTG TG AovkovaldAng 6T1o 6leho mov napatnpnOnke 4 Opeg HETA TNV
KOTamoon e xyoviag. Metd and 4 @peg mepinov, 01 CVYKEVIPWOELS TG
provkovalding otov oieho Nrav tapdpoiec. H péon AUC (8-96) stov 6igho 1tav
CTUOVIIKE PEYOAVTEPN PHETA 1) ¥POT] TOV EVUIEPTUOTOS GE GUYKPIST) HE THY
Kayovia. Agv viipEe onuaviikn Sieopd Tov puBpoy amofoing e
PAovKOVaLOANG anO TOV GIEAD 1) TWV GUPUAKOKWITIKOV TUPUUETPOV OTO TAACHA
Y10 TIC 6DO QAPUAKOTEYVIKES HOPPEC.
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Ye appootovg pe Papud veepua avendpxewn (GRF kdtw andé 20 mi/min) o ypoévog
nuiceiag Lwfg avkaverar and 30 opeg o 98 wpeg. Enopéviag yperdletar peiwon mg
doome. H prhovkovaloin anopakpoveTal pe aipodidAtey ket AymM1epo pe Ty
reprrovaiky) kaboapon.

PappoxokwvnTiky o naidid

Gappokoxvnrika dedopéva extymibnxav oe 113 mobwrpwkovg acbeveic oe 5

neréteg: 2 pekEteg otig omoieg xopnynonkav epdmal 606e1g, 2 PEAETEG GTIC OMOIES

yopyROnkav mokkaniéc doceag kot pia perétn nov dielnybn ot npdwpa veoyvi. Ta

dedopéva amd  plo  uerétn) Sev Mirav  gpunvedopa  AOYOD  ariayov o1

QOPHAKOTEYVIKT] HOPPT) GE KGmow onueio ot Sdpkew g peréme. Emapdobeta
- dedopéva oy SBECIHO-OTO-Pie-HEAE T TUPNYOPNTIKAG XPNOTG.

Katdémy yopnyfioewg 2-8 mg/kg phovkovalding o moudd nhkiag 9 unvav £og 15
ety Ppébnke 61t n AUC fjirav 38 pg-h/ml avé docoroyikn povada 1 mg/kg. O
pécog ypovog Muikwng yw mv oamofors] ¢ @iovkovaloing and 10 MAGGHQ
xopawotav petadd 15 kot 18 opdv kot 0 6yKo¢ Katavoufis 1oV Katd apociyyion
880 ml/kg tnaita and norhamiéc 6ooew. ‘Enarta and epdnal yopiyynon Bpébrxe 61
o ypovog Muilone yw v anoPorn g @rovkovaloing amd 10 TAGCUO fTOv
VYNAOTEPOS Pravoviag T 24 dpeg nepinov. Avtdg eivar ovykpioylog pe tov ypovo
nuilong yw ™y anoforr) Mg hovkovaloing and 1o nAdoua, Votepa and e@amal
yopiynen 3 mg/kg evbopiePing oe moudid niwiag 11 nuepdv éwg 11 pyvav, O
OYKOG KOtavoutg of auTh Ty niwkiexn oudda fitay nepimov 950 mi/kg.

H epunsipio and 1 yxphon g @rovkovaldAng ot veoyva nepopiletor of
QUPUUKOKIVITIKEG HEAETEG o mpowpa veoyvd. T 12 mpdwpa veoyvd pe péoy
Suapxera kofoewe 28 efopddec 1 péon nhkia katd v TpoTy d6om Nrav 24 Hpeg
(ebpog Tmv 9-36 opeg) ko 10 péoo Papoc kata 1 yévvnon Nrav 0,9 kg (svpog
podv 0,75-1,10 kg). Entd acbeveic ohoxifpwoav 10 mpwtokorro. O péyisrog
apiBpdc dooewv Nrav nEvie evoo@ritPeg eyyooeig phovkovaldoing tov 6 mg/kg, ot
onoieg yopnyhonkav xabe 72 mpec. O péoog ypovog nuilmng (oe Gpeg) Nrav 74
(evpog mumv 44-185) mv 1" nuépa, pewddnke pe v napodo 1ov ypdvov oe 53
(ebpog Tumv 30-131) v 7" nuépa kar o 47 (edpog Tipdv 27-68) ™y 13" nuépa. H
TEPLOYN KAT® and v KaprOAn (pg-h/ml) frav 271 (evpog tipedv 173-385) v 17
nuépa, avEndnke oe 490 (edpog Tindv 292-734) myv 7" npépa, eved peunbnke oe 360
(ebpoc >y 167-566) mv 13" nuépa. O bykog xatavopng (ml/kg) frav 1183 (edpog
Tmv 1070-1470) v nuépe 1 ko avinbnke pe my népodo tov ypdvov ota 1184
Katd pécov 6po (evpog Tindv 510-2130) v 7° quépa ko ota 1328 (evpog tipmdv
1040-1680) v 13" nuépa..

5.3  Ipoxhvika Asdopéva Acpaiaag

Koprwoyéveon
H glovkovaldin dev mapovsiace evdeileg dSuvntikig kapkivoydvow dpaong oe
TOVTIKO DG Kol apovpaions, 6Tovg onolove yopnynonkay, ywa 24 piveg, ddéoeig and
10 o1opa toeg pe 2.5, 51 10 mg/kg/muépa (nepinov 2-7 gopég peyardiepeg e
CUVIGTOUEVTG avBpoOmIvig d601g). Apoevikoi apovpaiol, GTovg onoiovg
xopnynenkav 5 ko 10 mg/kg/muépa grovkovalding, napovsiccav avénet tov
ap1BpoD EpEEVIOTC NAATOKVTIAPIKAOV ASEVEOUATOV.

Merarrgbryéveon
H @hovkovaléin - pe 1) yapic peraforiky evepyonoinon - dev fjrav
petaArafyovog oe 4 otedéyn Tov Paxtnpiov S. typhimurivm dnov peietnnke 1
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Spaor g kabhg xat o1o cvomua L5178Y Aeppopatog noviikov.

a0 CTONATIKT] XOPTYI|ON (pk(;{ik_oifa(;é}.ng) Kat 1n vitro (avipomiva
repgoxvttapa extebeipéve o 1000 pg/ml provkovaloing) dev £deitav
APOUATOTWHIKEG PETOAAGEEIC,

Maropayéic Noviwdinroag

H plovkovalb6in dev eanpéoce Ty yoviudtnIe e apcevikons 1 dnhvkoig
POVPAIONG GTOVE OTOLOVS XOPIYRENKAV amd To oToHa uEpNoie ddoerg 5, 107
20 mg/kg 1) napeviepikég ddoeig 5, 25 1 75 mg/kg, av xar vanple pikpn
kaBvotépnon g EvapEng Tov tokeTov pe doceg 20 mg/kg and tov otopaToC.

- Ze o svopii o mepryevinmiki pedE1n.0€ apovpuiovg pe.doce1g 5, 20 kar 40

mg/kg, napatpfBnxke, o pepikd £ykoa nepapatdloa, dSvotoxia ko Tapdtacyh
TOU TOKETOV e d0oe1g Twv 20 mg/kg (nepimov 5-15 popég peyarvrepeg g
CUVIGTOREVIG avBpomvng ddon¢) Kat Twv 40 mg/kg aiid o oto eninedo twv 5
mg/kg. O1 hatapayés 1ov TokeTob Shrapaivoviar and v eha@pd avénorn tov
apiBpos v {Hov oV YKoy VEXpa kat T HEwoT tov apiBpol tov
veoyvav nov enBinoav, o avtd 1a 50c0h07IKG enineda. O enmTdoeg ooV
TOKETO TWV APOVPUI®Y, Eival COUPOVES HE TNV E101KT] Y10 TO GUYKEKPUEVO £id0g
TEPUUATOLG OV PEINOT TV 010TPOYOVMY, OV apokaAicital and vynitc ddogig
grovkovaloing Tétow oppovikn ahlay, dev £xer napatmpnbel o€ yovaikeg
oTig omoieg £xet yiver Bepaneia pe provkovaloin (Bréne 5.1 Quppokodvvapkés
J610y1EC).

6. OAPMAKEYTIKA ZTOIXEIA

6.1

6.2

6.3

6.4

"Exdoya

Awdvpae via £yyuon;
KOV Y10 TOGIUO EVOLMPTIIL

AocvpfardTreg

To Sidhvpa @rovkovaloing yia evbogitfha £yyvon eivar cvpfatd pe ta axdiovba
YOPTYOUREVE S1aAdUATO:

a. Avdhopa deEtpolng 20%

B. Awdhvpa Ringer

y. MAwdAvpa Hartmann

8. Mdivpa yAwprodyov Kariov ot de1pdln
£. Madivpa drtavBpaxwkol vatpiov 4.2%

{. Awdhopo aminofusin

1. Duo10XoYIKO ddAV LA YA HIOVYOV VRTPpioy

H @rovxovaloin pmopei va xopnynbei eviophéPia pe éva and ta naponave vypa.
Map’ drov 611 dev £xovv napatnpnBel e1d1kéc aovpPoatdtnreg, n avimln g
provkovaloing pe OmodNoTE GAAO PAPRUKO TPO TNG EVOOPAEPIRG £yyvomg dev
COVICTATAL

Mapkaa Lovg

Ihwaitepeg npoguraieg katd ™ gUAALN TOV TPOi6YVTOG
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o Koyaxu:
e Txbvn yia TOCIUO EVOIDPTIH
Mdivpa yw Eyyvon:

6.5 MUo1 Kal aVOTATIKA TOV MEPLEKTY
KAYAKIA:
ATAAYMA T'1IA ETXYZH:
LZKONH I'TA TOZIMO ENAIQPHMA:
6.6 Odryieg yponc/yeiptopod
Kayaxo: npénet va katanivoviat oAOKATpo.
Zxévn yio noowo evoudpnpae: o va @ridlete 1o evai@prjpa yTunfote eAappd 10
@uAid10 via va anoxorinBel v okovn, npocbBicate 24 ml vepot. Kovviote kahd to

QuAidio. Eniong xovviiote 10 grodido apéong npv and kabe yphomn.

6.7 Karoyog tng aderag kukiogopiag

7. APIOMOZL AAEJIAL KYKAO®OPIAL
8. HMEPOMHNIA NIPOTHY EIKPIZHZ/ANANEQIZHE THEL EYKPILHZ
9. HMEPOMHNIA (MEPIKHE) TPONIOIIOIHZHEZ TOY KEIMENOY
B)
OPYAAQO OAHT'IQN XPHXHZ

1.1 Ovopooia
1.2 Zidvleoy sApactikfy ovoie:  Provkovaloiy

«Exdoxa:
1.3 Ouppaxoreyvikic popoeig: Kayaxa, oxinpa, Adivpa yua £yyvor), Kévig yia

OGO EVOIDPTILT
1.4 Tlepiekt/ta o SpacTiKi} ovoia:
1.5 Neprypagn-Zuokevaoia:
1.6  Doappoxolzpomevting Katyy.:  AVIHLKNTIOOWKO
1.7 YnebdBuvog xvkhogopiag:
1.8 Tapooxkevaotig:
1.9 Zvoxsvootic:

| 2 TINPENEI NA TNQPIZETE I'lA TO ®APMAKO I10Y £AL XOPHITHZIE O I'IATPOE TAL |

2.1 Tevikég mAnpopopiteg:
H @AouxovagoAn eival £va avTipuKNTIQoIKG GAPPAKO KOI XPNOIJOTTOoIEITal yia Tn
Bepatreia Aoipwewv TToU TTpoKaAoUVTal aTTd PUKNTEG.

2.2 Evdeigeic:

1. KpuTTTOKOKKIKEG AOIPWEEIG, TTEPIAGUBAVONEVNG TNG KPUTTTOKOKKIKIG
pNVIVYITIDag kai AotpwEewy aAAwyY TTeploxwyv (TT.X. TTveupove, SEpua).

17
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AvoooeTTapkeig EeViOTEG kan aoBeveig pe AIDS, kaBwg kar aoBeveig pe
HETOPOOXEUTT Opydvwy ) dAAa QiTio QvOGOKATAGTOARS HTTOPOUV VO
uttoBAnBolv ot BepaTtreia. H pAoukovaldin prropei va xpnoipgotomnBel yia
TV TPGANYN UTTOTPOTTWV KPUTTTOKOKKIKWY Aoipwiewy ot aobeveig pe AIDS.
2. Tevikeupévn kavTiviiaon TEpIAPBaVONEVNS TNG KavTIVTIAIPIOS O KAIVIKA
O108£pOoUC KAl [N OUBETEPOTTEVIKOUG appwioToug, Tn¢ dIGoTTaptng
KQVTIVTIQONG Kal TWV £0TIAKWY KAVTIVIIAoE WV (ACIPWEEIC TOU TTEpITOVaioU, Tou
evdookapdiou, TwWV TIVEUPOVWY KAl TOU OUPOTTOINTIKOU cuoTrpartog). Etiong
pTopouv va uoBAnBoulv ot Bepameia pe To ApPaKo acBeveic pe kakorRdn
VEOTTAQOPQTA 1} EUPICKOPEVOE O¢ povadeg evtaTikig Beparreiag, kabwg kai
aoBeveic AAPBAVOVTES KUTTAPOOTATIKG 1) QVOOOKATAOTAATIKG PAPHUAKA.
Eival autovonto o1 yia Tig evleifeig 1. kay 2. mpiv Tnv £vapén ¢ Bepareiag
B8a pétel va AngBoulv KaAMEPYEIES 1} va yivouv KATAAANRAES EpYaCTNPIOKES
e€e1doeig (Auean pikpookoTnon, Biowieg, opoAoyikEg £€£T1A0EIC) yia va
ammopovweBEei Kal TauToTToINBEl 0 QITIOAOYIKOC TTApAYyWVY.
3. Ev tw BBl evdnpikég puknTidoeig TepthapBavouoes Ty
xkokkidioibopukntiaon, v TapaxkoxkkidioidopuknTiaon, m orropmptxwon Kal TNV
IOTOTTAQG U0 OF PN GVooOoKaTaoTaAPEVOUG aoBeveig.
4. Kavrivriaon Twv BAevvoyovwyv: 2TOUATOPAPUYYIKE, OI00QAYIKH KaVTIVTIaon
(wg eVaAAaKTIKA TG TOTIKAG BepaTieiag), pn diNBNTIKEG BPoyXOTIVEUPOVIKE
kavrivridoelrg. Kavrivioupia, xpévia BAevvoyovodeppaTtikn kaviiviiaon. Xpovia
ATPOQIKA GTOPATIKA KAVTIVTIAoT (OTopaTiTIda €& 0OOVIOOTOIXIWY), WG
eEVaAAGKTIKE TG TOomIKAS Bepatreiag. AoBeveic kupiwg pe drarapaxeg 1ng
ALIToUpYiag TOU VOO OTIOINTIKOU CUCTIHATOG PTTOPOUV va uTToBANBouv ot
Bepatreia pe 1O APPAKO.
5. Kaviviiaon Twv yEVVNTIKWY Opyavwy:
KoATikr} kavTIvriaon w¢ eVOAAQKTIKR TR TOTIKIS BepaTreiag (HOvo gy £¢’
amag xopriynan Twv kaywouhwy Twv 150 mg)

0} ofeia

B) umotpomadouaa, ¢’ 6oov n vooog £xel emIBeBaiwbei pe KoAAEpyEIa
Kaviivrniagikr} Baiaving.
6. Aeppatouridoeig Tou TepithapfBavouv tn deppatogurtiacn Todwy, WiAou
BEPHATOG, PNPOYEVVNTIKWY TITUXWYV , TV TTOIKIAGXpoU TTiTupiaan, Tn
deppaToQUTIAoT TwWy OVUXWY (ovuxopuknTiaon) kal SEppaTIKES AoIpWEEIg
ogeiAopeveg otnv Candida.
Inpeiwon: H ouotnpartikn Bepateia anig Tapamavw evOeigelg TTpoTipdTal 6tav n
hoipwén exteiverar ot peydhn mepioxn tou SEppartog, agopd 10 TPIXWTO NG
KEQAANG 1 appwoToug ME BIaTapaypEvoug GUUVTIKOUG PnxXaviopous, Kakr)
avIaTToKPIon OTn TOTNIKA BEPATIEia KA1 ETTILOV TN¢ PUKNTIAOIKAS Aoipwéng Tapd
M Bepateia.
7. TpéAnwn Twv PUKNTIOoIKWY Aolpwcwy ot aoBeveig e oudETEPOTTEVIO KO
KaKoABEIC vOoOUG TToU TTPodIaBEToUV OTNV avATITUEN TETOWY AOIHWEEWY W
ATTOTENETHA XNPEIOBEPATIEIOC PHE KUTTOPOOTATIKG QAPPAKA 1} AKTIVOBEPATTEiOg
Kal kaToTIv peTapo6oxeuon puehou. Egiotdral n mpoooxr o1o yeyovog 611 n
Xpovia xopriynon aloAwv aufdvel v mBavotnia avamrugng C.krusei,
Aspergillus, Mucorales, Fusarium, C. glabrata, TTou guxva Tmrapouciafouv
PUOIKN avToxr} oTIg alOAEG.
H Beparreia pyrTopei va apyioel TIpiv TN yVwaToTToIiNar) Twv OTTOTEAEOHATWY TWV
KAAMEPYEIWV KAl TWV GAAWYV EPYOCTNPIOKWY ELETACEWY, WOTOTO, APECWE PETA
™ AW TWV OvWTEPW aTTOTEAETHATWY, N avTiAoipwdng BepaTreia wpéTrel va
TpogappdleTal avaAioya.
Xpnan ge maidid
H @AouxkovaloAn dev Ba TrpETTEl va XpnOIPOTIOIEITal OE 1PIX0QUTIO TOU TPIXWTOU

MG KEQAATS.
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Avrevbeileig:
H @AoukovaloAn Sev TTPETTE va XPNOHUOTIOEITal 08 QoBEVEiQ pE yVwoTh
guaioBnaia ato edppako i ot otrolodrTroTe ard 1a adpavr] ékdoxa Tou iy Ot
CUYYEVH OKEUQGOHATA QJOAWV.
H pAoukovaldAn dev TpETTel va ouyXopnyeital ye aioampidn r 1epgevadivn ol
oTroieg givar yvwaoTo o1 Taparteivouv 1o didotnpa QT kai petafolifovral aTro 1o
éviupo CYP3A4. (BAétre 2.5- AAANAemIdpaaeig pe AT @apuaka kar GAAEg
HOPPEC aAANAETTIOPAONG).
E1dukéc npo@uialerg kal apoeidonooeig Kata ™ xpron:
241 AgBevei¢ TTou TapouaIalouv BIOXNHIKEG BlaTapaxEg NG NTTATIKAS
Aerroupyiag kara 1 didpkela NG Bepatreiag pe pAoukovaloAn, a TpETel va
TrapakoAouBolvial otevd yia Tn mBavoTtnTa e£EAIENG coBaprc nraTikhg BAGRNG.
H @Aoukovaldin Ba TTpETel va H1IaKOTITETA EAV TTAPOUTIACTOUV KAIVIKA
CUUTTTWHOTA Kal gnpeia evOeIKTIKA NTTaTikng voéoou 1a otroia pymropei va
ogeidovTal aTnV @AoukovagoAn.
Edv katd 0 Sidpkeia Tng Bepameiag TapouoiagTouy efavBiuarta, o aoBeveis Ba
TIPETTEl VO TTAPOKOAOUBOUVTAI OTEVA KAl 10 @Appako Ba rpéTel va diakoTITETa
£dv o1 BAABe¢ eEakohouBoly va egeAicooviar.
Y& gTTAVIEC TTEPITTTWOEIG, OTTWG KOl PE TIG UTTOAOITTEG alOAEg, £Xel avagepBei
avaQUACKTIKT} avTidpaon.
Opiopéveg aloAeg, guumepihapBavopevng g gAoukovaloAng, Exouv
ouoxeTioBei pe Tapdraon tou diaotripatog QT o10 nAEkTpoKapdioypaenua.
Kard tnv mapakoAouBnon Tou Qappakou JETA TNV KUKAoQopia Tou oTnv ayopd
avagépBnkav TTOAU OTTAVIEG TTEPITTITWOEIG TTapaTaong Tou diactipatog QT gTto
nAekTpoxkapdioypaenua kal forsade de pointes 0g AoBEVEIG OTOUG OTTOIOUS EiXE
xopnynBei pAouxkovaloAn . MNap'dho Tou i ouoxénion petatyu pAoukovaloAng
kal Traparacng Tou diaotApatog QT dev £xe1 eTapkwg BepeMwBEi, n
pAouxovaloAn TTPETTEN va XOPNYEITOI HE TTRO00XN Ot QOBEVEIC uE EVOEXONEVEG
TTPOaPPUBHIKEG KATACTACEIS O6TTWG!
s Zuyyevr n TEKpnpiwpévn £TiKINTN TTaparaon 1ou diactApatog QT
*  MuokapdioraBeia, 18iwg étav uTTapxel kapdiakr aveTTapkela
o ®AeBokoppikn Bpadukapdia
e Evepyic oupmrwpartikés appubuicg
¢« Toutdypovn BepatTeuTiKh aywyr yia Thv oTroia gival ywwatd om
Trapateivel 1o Bidornua QT
s HAexpoAutikég dlatapayig 6Trwe uTrokaAiaipia, uTTopayvnooibia Kal
uTracBeoTiaidia
(BAétre 2.5 AMNAeTIOPAOEIS Pe GANO QApUOKa KAl AAAES NOPYEC
aAAnAeTTidpaong)
AgBeveic pe omavia kAnpovopika mpoBArjuata duoavegiag otn yohaktdldn,
aveTrapkelag g Lapp Aaktaang r ducamoppoenong YAUKGIng-yahaktolng
0¢ Ba Tpemel va AauBavouv auto 1o ApUaKo.
Hixaopévor Av dev vrdpyovy evdeifelg dratapayig g VEQpikNg Aettovpylag, npéret
va YopTyovvIat ot 6uviBEelg SOCEIG TOV QAPUAKOD GE NAKIOUEVOLS acbeveis. Ze
nepintwoTn veppikig dvoiertovpylag (kabapon xpeativivig<50 mi/min) Préne
«Aosoroyia og acBeveic pe veppondBeian.
Kunon: H xprion Tou ¢apuakou oTnv KUNon TPETTEL VA QTTOPEUYETAI, EKTOC TWV

acBeviov HE

Bapiég kal aTraIANTIKEG YIa TN {wr] HUKNTIGOIKEG AoIpWEEIS, OTIC OTTOIEG PTTopEi va
XpnoigoTroinBei n pAoukovaloAn eav Ta avapevopeva ogeAn amd 1 BepaTreia
UTTEPKAaAUTTTOUV ToV TTiIBavo kiviuvo Togikng emidpaang £Tri Tou eufpuou.
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Emapkng avnigUAANpn TTpETTEN va XPHOIMOTTOEITA) OF YUVAIKEG OF
avarTapaywyikn nikia.

lahovyio: Aev covioTétal 1] (p1oT} 10V Qappaxov otig Onralovoeg pntépec.

[oudud: Biéne docoroyin

Enidpacn oty ikavoTita 0dNynone KXot YE1PWOU00 yavnudtov: Aev eanpealel v
WKOVOTTTA OBHYTIONG 1) YEPICHOV UIYOVIIHATOV.

[G1aitepec MPOEIBOTOMTEIS Yia 1¢ £K60y0:

AAANAemMBpaoeic pe AL pappaxa:
Emaidn n @AoukovaldAn pmopei va aAANAemdpacel pe AAAa @apuaka 6w
QVTITINKTIKA, gouA@ovuAoupieg, udpoxAwpoBeialidn, garvuvioivn,

_QVIIOUAANTITIKG.ATTO TOU. OTONATOS,  PIQARTTIKIVE, KUKAOGTIOPivY, Beo@uAAivn,

Teppevadivn, {1GoBoudivn, aate{oAn, Bev{odialeTiveg, evdoyevr aTEPOEIDN,
ocioampidn, pipapTIouTivry, TAKPOAILO EQV TTOIPVETE KATTOIQ GAPUAKA VA
CUNBOUAEUTEITE TO VIGTPO 0AG, O OTT0I0¢ Ba KPivEl TI TTPETTEI va KAVETE OF KAOE
mepimrwon. H auyxpovn xopriynon pe oiarpidn avievoeikvutal,

AoocolAoyia:

EviAikeg

1a. [Nia ™ Bepatreia TNg KPUTITOKOKKIKNAG PNVIYYITIOAS KQl KPUTTTOKOKKIKWIV
AolpwEewv GAAWY TTEPIOX WY TOou GwaTog n ouvhBng ddon eivar 400 mg v
mpwTn nuépa TN Bepateiac akoAouBoupevn amod ddon 200-400 mg amag
nuepnoiweg. H Sidpkeia Tng Bepameiag €17 KPUTTTOKOKKIKWY AOILWEEWV
£€apTATA QO TNV KAIVIKI] KOI JUKNTOAOYIKI} aQvTaTTokpion aTn BepaTieia, aAAd
ouvnBwg eival TOUAGXIOTOV 6-8 £BOOUAdES ETTE KPUTTTOKOKKIKAG pnviyyindac n
10-12 eBdopddeg peTd TRV apvnTikOoTIoinan TNG KaAAEpyeiag Tou ENY.

18. Ma Tnv TpOANYN TNG UTTOTPOTING TNG KPUTITOKOKKIKNG pnviyyinidag ae
acBeveig pe AIDS, agol o aoBeviig AaBer Eva oAokAnpwévo apyikd oxfipa
Beparreiag, n fluconazole prropei va xopnynBei 11’ adpioTov ot nuepnoia doon
100-200 mg.

2. Tia ) Bepaimeia NG KQVTIVIAIYIAG, TNG YEVIKEUREVNG KaVTIVIIQONG KAl GAAWY
Bapeiwv KavIIVTIIGoewy, N guvriBng d6on Tou gapudkou givai 400 mg TNV pwIn
nUEPa NG Beparreiag, akoAouBoupevn ammo d6on 200 mg nuepnaiwg. Av
XpelaoTel 1T aveTTapkoUg aviaokpiong n déon ptropei va augnbei og 400 mg
nuepnoiwg. H didpkeia 1ng Bepateiag e¢aptarar amod 1NV KAVIKR avtamokpion
Twv aoBeviuy.

3. Na g ev Tw Baber puknmidosig utropei va amaimmBouv 6oaeig 200-400 mg
nuepnoiwg yia didoua diapkeiag péxpl 2 etwv. H didpkeia ¢ Bepameiog
TPETTEN v £EATONIKEUETAL.

4. Na 1N Bepameia TNG OTOPGTOPAPUYYIKAG KavTiviiaarg n ouvABng doon cival
50-100 mg amag nuepnoiwg et 7-14 nuépeg. Edv givar avaykaio, ot aoBeveic
pe Bopelég datapaxEg NG AIToupyiag Tou avoooTToINTIKOU GUCTAPATOC, N
BepaTtreio pTropei va ouveXIOTE yia HakpUTEPO XPOVIKS didotnua. TNa T
BepaTTeia TNG ATPOYIKAG CTOHATIKNAG KAVTIVIIGONG TTOU TTapaTnpeital e
TEXVNTWY obovTooToixiwy N ouvneng ddon eivar 50 mg ama nuepnoiwg e1ii 14
NHEPEG, XOPNYOUHEVN TAUTOXPOVA PE TRV EQAPHOYT) TOTTIKWY GVTICNTITIKWYV
HETPWV eTTT TWV 0dOVTIOCTOIXIWV.,

MNa ) Bepameia GAAWY KOVTIVTIGOIKWY AOIHWEEWV TwV BAEVVOYOVWYV (EKTOG TNg
KOATTIKAG KavTiviiaong, BALTTE KATWTEPW) TT.X. TNG 01I00QAYINdAG, TWV [N
BINBNTIKWY BPOoyXOTTVEULOVIKWY AOINWEEWY, TNG KAVTIVIOURIAS, TG Xpoviag
BAevvodepuankng kavTiviiaang KAT., n ouvnBng arroteAegpankn doon civar 50-
100 mg nuepnoiwg xopnyoupevn e1Ti 14-30 nuEpeg.

5. Ta 0 Bepameia ¢ KOAIKAG xavTIvIiaon kal TNg kavTivriagiknig Bakavindag
wpETer va xopnyouvral 150 mg amd Tou oTopatog we eganal ddon.
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6. Ta depuarnkeg Aopwéelg mou TrepAapBavouy 1 deppatoputiaon Twy
TodWY, Tou WIAOU SEPUATOC KAl TWV PNPOYEVVNTIKWY TITUX WY KaBwg £KEIVEG TToU
ogeidovtal a1y Candida, n cuviotwpevn doon eival 150 mg ammag eBdopadiaiwg
f1 50 mg dmaé nuepnoiwg. H didpkeia g Beparreiag kupaivetal amod 2 £wg 4
£BBopAdeg, aAAG €15IKA N SEPUATOUNKUTIAOT) TWV TTOBWY PTTOPET va OTTAITOE!
Bepameia éwe 6 £fdopadeg. MNa Tnv ToikIAdXpou TITUPIacn n CUVIGTWHEVH &0oT
gival 50 mg amrag nuepnciwg yio 2 £wg 4 ¢Bdopadeg.

Mg dEPHATOQUTIGOEIC TWV OVUXWY ) CuviaTwuevn 86on tivar 150 mg amag
£BOopadioiwg. H Bepateia Tpémel va cuveyileTal £wg 6Tou TO TTACGKOV VUXI
avrikataoTaBei amd uyiEg. H avamTuén uyitov VUXIWY oTa BAXTUAT TWV XERIWV
Kai Twv Todiv Quolohoyika amanel 3 pe 6 punveg kai 6 pe 12 priveg aviiotoixa.
Qo1600, 0 pubUdHC avamTylng yrmopei va TroikiAel onuavTika amd aropo ot
aTopo Kat €€apTdaTal Kal a1rd TNV nAKia Tou atopou. MNepioTaciaka, HeTd TNV
£MTUXA BepaTreia TWV HOKPOXPOVIWY ACIWEEWY, Ta VUXIa HTTopEl va
Tapapeivouv BUoHOPYa.

8. MNa 1RV TPOANYN TWv PUKNTIQoIKWY Aolpwiewy oe aoBeveic pe uynAd kivduvo
va avaTrtuéouv yevikeupdévn Aoipwén m.x aoBeveic TTou avapévetal va €Xouv
Bapeid fj TapateTapévn oudeTEPOTTEVIA, OTTWE ACBEVEIC TTPOG HETAUOOXEUDT
HUEAOU n ouvioTwpevn doon eivar 400 mg amag nuepnoiwg Kai yia mnv
TPOANYN TWV HUKNTIQCIKWY Aoipwéewy ot acBevei¢ pe oudetepoTrevia kai
kakonBei¢ véooug Trou TpodiaBiTouv TNV QvaTrtugn TET0IWY ACIHWEEWY W
aTOTEAEOHO XNHEIOBEPATTEIAG HE KUTTAPOOTATIKA PAPHAKA 1} akTIvOBepaTTeiag n)
0601 kupaivetar amd 50-400 mg anag nuepnoiwg. H xoprjynon TIpETTEl va
Eexiva apKETEC PEPEG TTPIV TNV £kOAAWCN TNG AVAPEVOHEVNS OUBETEPOTTEVIOG KAl
va QUVEXICETAI YIa 7 NPEPES PETA TNV algnon Tou apiBpou Twy oudeTEPOPIAWY
KUTTApWV Ot TIPEG Gvw Twv 1000 KuTtdpwy avd mm”,

Xprion ot maidid

Omwe Kol gTRV TEPITTTWAON Twv EVNAIKWY pE TTapouoleg Aoipwieig, n didpkeia
¢ Bepameiag BaoileTal oTNV KAIVIKA Kat puknToAoyikh aviamokpion. H
pAoukovalohn xopnyeitar wg pia nuepnoia d6on.

Mo mandid pe veppikr) ducheitoupyia, BAETTE T doooAoYia otV TTapdypago
«ACBeveic UE veppIkn DuoAsiToupYig».

Modia nAikiac peyahutepns Twy 4 ¢fdopddwy

H ouvigtwpevn 860 g phoukovaloAng yia kavriviiaon Twy Bhevoyovvwy eivan
3 mg/kg nuepnoiwg. Adon epddou ion pe 6 mg/kg pITopei va xpnoigomonBei
TNV TPWTN NUEPT YIa TaXUTEPN ETTITEUEN OTABEPOTTOINPEVWV ETTITTEDWYV OTO aipa.
MNa v Bepatreia TNg YEVIKEUHEVNG KOVTIVTIAOTIG KAl TWY KPUTTTOKOKKIKWV
Aopwéewv, n ouvigTwpevn doon gival 6-12 mg/kg nuepnoiwg, e€apTwpevn amod
M Baputnia g vooou.

Mo TRV TpOANYIN TWY PUKNTIAOIKWY AOIMWEEWY O aoBEVEIG PE QVOCOKATATTOAN
Tou S1aTpéxouv Kivbuvo oudeTepOTTEVIAC WG QTTOTEAETHA KUTTAPOTOEIKAC
XnpeoBepaneiag fy akTivoBepatreiag, n ddéon pETes va eivar 3-12 mg/kg
NUEPNoiwG, eCapTwuevn aTo TNV £KTaon kai 1 dIdpKeia TN TpokAndeicag
oudetepotreviag (BAETTE SoooAoyia evnAikwy).

H péyia doooAoyia Twy 400 mg npepnoiwg dev Ba pétel va utrepPaivetal ot
Traidig.

Maidid nAikiag 4 Bdouddwy ) vewTepa

Ta veoyva ammoBdaAAouv T pAoukovaloin apya. Kard 1ig dUo Tpwteg
£BOopadeg TG JWrig Toug, TTRETTEI va xpnaoipoTroieitar ry idia 86on oe mg/kg pe
auTr TToU Xopnyeitan o€ peyaAutepa TTaidid, aAAd va xopnyeital kaBe 72 wpeg.
Kartd mnyv didpkeia Twv 3-4 £Bdopadwv 1ng Jwng Toug, n idia d6an Trpérrel va
xopnyeitan kGBe 48 wpeg. Ydpyxouv Aiya pappakokivnTikd dedopéva yia va
uTTooTNPIEOUV QUTr TNV TTOCOAOYIO OTA veoyvd.
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H péyiotn docohoyia Oev TTpéTrel va utrepPaivel Ta12 mglkg kdBe 72 wpeg o1a
Tandid Kata TiIg duo Tpwreg eROopadeg Tng Cwrng Tous. Na maidia 3 éwg 4
eBoouadwy e Tpémer va urepPaiver Ta 12 mg/kg kabe 48 wpeg.

H pappakokivnTIKh TG AOUKOvaloAng dev £xel HEAETNOE ot TTaIdIG PE VEQPIKN
QVETTAPKEIQ.

XpAgn og nhikiwpévouc aoBeveig

Eg’ doov dev uttdpyxouv evaeifeig DIaTapaxng g VEQPIKAS AiToupyiag TpeTre
va xopnyouvTal ol guvnBeig 0OCEIC TOU QUPHAKOU. L& QUBEVEIQ PE VEPPIKA
Suoheitoupyia (kdBapon kpeativivig < 50 ml/min) 10 docoAoyikd oxnpa TPETE
va TPOCapPUOCETal CUNPUIVA PE TNV KATWTEpW odnyia.

AoBeveic e veppikn SuogAetToupyia

H pAoukovaloAn amoBdaAAetal kupiwg 010 Twv CUPWY UTTO avarioiwTn popen.
Ze xopnAynon ¢’ arrag déong Tou pappdkou Bev gival arrapaitntn N puduion 1ng
d6on¢ autig. ETi moAAaTmAwY 060wy pAoukovalOAng o aoBEvEiG Pe vEPPIKA
SuoAsitoupyia, cupTTEpIAGUBavOpEVWY Kal Twy TTAIDIWY, TTPETTEI VA XOpPNYEiTol
pia apxikr) 56an epddou amd 50 £wg 400 mg. Z1n ouvéxela perd 1n ddan
£po6dou, N nuepnola Boaon (cUpguva pe Tig evOeitelg) TpéTrel va Baailetal oTov
ako6AouBo Tivaka.

KdBapon kpeanvivne (mifmin) NMooog1d cuviotwpevng 86ong

>50 100%

11-50 50%

AoBeveic TTou Bpiokovial 100%

oe aipodivAion HETA aTT6 KABe ouvedpia aipodIVAITEWC

Or1av n kpeatvivn opou gival o povog BeiKTNg NG VEQPIKNG AeiToupyiag,
epappdleTal 0 MO KATW TOTTOC yia QVEUPEST) TNG KGBapaong xpeartivivng:
Bdpog owpatog (Kg) x (140 - nhikia)

Avdpec:

72 x kpeanvivn opou (mg/100 mi)
lNuvaikeg: 10 0,85 1n¢ MPAS TV avdpwv
Xopryynon

H phouxovaldhn pmopei va xopnynBei €ite amd 10 o1dpa 1} HE eVOOPALRIa
¢yxuon ge pubpuo ou va pnv umepPaivel Ta 10ml/AeT16. H 086g xopriynong
gEaprdral amoé Tnv KAIVIKA KatdoTtaon Tou acBevoug. Kara tnv adAayr) 1g odou
xopnynong amd evbo@AEBia oTnv atmmd Tou oTOPATOG 1] avTiBeta dev UTTAPXE!
avaykn yia aAhayn tng nuepnoiag déong Tou gpappakou. H ghoukovaloin
PépeTan o€ didAupa xAwpiouxou vatpiou 0.9%. KaBe giaAidio twv 200 mg
{pialidia Twv 100 mi) epiExer 15 mmol Na+ kai CI'. Aedopévou 611 n
@AoukovaldAin diatiBeTal oe apaid diIdAupa xAwpIouyou vaTpiou, ot acbeveig
TTOU QTTQUTEITAI TIEPIOPICHOG ANWEWS VOTPIoU 1) uypwyv, TTPETTEl va efeTaleTal o
PUBHOG XOPNYNONG UYpWV.

Ymepdooohoyida - AvTigeTwmion:

Y& mepitrTwaon Awng uTepPoAMkig dOoNg yiverar cupTITwpankn Bepateia (Afwn
UTTOOTNRIKTIKWY PETPWY Kal €@’ 00OV Eival avaykaia n TAUCH TOu OTOHAYOU).
Emeidn n gAoukovalohn amoBaAAeTal Bid Twy oUpwv, N £Qapuoyn aipodishiong
ETTi 3 WPEC PEIWVE! TIG TTUKVOTNTEG TOU YAPHAKOU OT0 TTAGoHA KaTa 50%.

Te mepimTwon Aqwng utrepRoAikng dOONG ETTIKOIVWVNOTE PE To KEVTPO
AnAnmpidoswy — 210- 7793777
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AvemniBUNNTEG EVEPYEIEG:
H @AoukovalOAn eival KATa Kavova KAOAWG AVEKTH.
O1 M0 guXVvEg aveIBUNNTEG EVEPYEIEG TTOU TTAPATRPABNKAV KATA Th
B1dpKEIa KAIVIKWV PEAETWV Kal oxeTijovTal Je TN pAoukovaloAn eivai:
Notapaxég NeupikoU ZuoTipatog: KEQaAaAyia
AlaTapayéc yagTpevTEPIKOU CUCTAPATOG: KOINIaKO aAyog diappoia, PeTewpiopic,
vauTia.
AiarapayEc Tou dEppaTog Kai Tou uTrodopiou 1oTou: EEavBnpa.
Aarapay£C Tou ATTAToS Kal Twy XoAn@opwy odwv: Hmarikr 1ofikotnTa
CUUTTEPIAQUBAVOLEVWY OTTAVIWY TTEPITTTWOELWY Bavatwy, auinpeéveg TIHES
aAKaAIkAG pwoeartaang, xoAepuBpivng, SGOT kat SGPT.
Ie pPepikoug acBeveig kai d1aiTEPa Ot a0BevEiG PE BAPIEC UTTOKEILEVEG VOOO UG
omwe 10 AIDS Kai o kapkivog, katd 1 Sidpkeia Bepatreiag e AoukovaddAn
KQt CUYKPITIKA QAPHAKa £XOUV TTapatmpnBei diatapaxeg e VEQPIKAG
AsiToupyiag, TNS AEITOUPYIag TOU QIPOTTONTIKOU CUCTANATOS KABWE KAl NTTATIKESG
diatapaxéc (BAéTe 2.4 Evdikég Npoaidoromoeig kar Eidikég NpoguAdieig
KATA T XpAoN), aAAG n KAWVIKA onpacia kai ry aiTioAQYIKr) CUOXETION HE TN
BepaTtreia sivan apeiBohn.
A6 Tnv ammokTnBeica guTraipia, pETA TNV KUKAOYOPpPia Tou TTPoidvTOg
oTnVv ayopd, éxouv ava@epBei o1 ak6AouBeg avemBIPNTEG EVEPYEIEG:
Aatapax£g Tou QPOTIOINTIKOU KAl TOU AEU@PIKOU CUCTRHaTOS . AEUKOTTEVIO
cupTTEPIAQUBaVOUEVWY THG QUBETEPOTTEVIAG, aKOKKIOKUTTapaipiag xal
BpoppBokuToTTEViag.
Alarapayég Tou GvoooTToINTIKOU SuoTHaTog: Avaguhadia (cupmepihauBdavovral
ayyelooidnua, oidnua TTpoocwTrou, Kvnopog,) kvidwon).
Aatapayég Tou peTafohicpou kar TN BpEwng: YTTEpYoAnoTEpivaiyia,
utrepTpIyAuKEpIdaipia, utTTokaAiaipia.
Matapayxég Neupikou Zuotquatog: Zain, otracpot , diatapaxég 1ng yeluong.
Kapdiayyeiakég Alatapayxég: Naparaon diaotipatog QT, torsade de pointes
(BAETre ke@aAaio 2.4 Eidikég MNpocetdorroinoeig kair E18ikég NpouAdieig kartd
™ xpnon).
DMOTapOXEC YOOTPEVTEPIKOU CUOTANATOS: AUCTIEWIA, EUETOC.
AaTapaxEg TOU ATTATOS KAl Twv XOAN@opwy odwv: Mny pucioAoyikh NTTaTikn
Aeitoupyia, nrratinda, NITATOKUTTAPIKT VEKPWON, IKTEPOG.
Aiarapayeg Tou S£ppaTog Kal Tou uTTod0pIou 1I0ToU: AAWTTEKIA, aTToPOMDWTIKES
diatapayxeg Tou SEpPATog, cuptrepidapBavopivou Tou ouvdpopou STEVENS-
JOHNSON kai 101k eTTIBEPUIKR VEKPOAUGH.
Naidiatpikoi wAnBuooi:
To Tpo@iA ka1 N ETITTWON TWY AVETIBUUNTWY EVEPYEILV KOBUIG KAl T [N
(PUCIOAOYIKG EPYACTNPIAKA EUPHHATA TTOU KATAYPAQNKAY KATA Tr SIApKEia Twy
KAIVIKWY PEAETWV Ot TTaudid gival cuykpiciga Pe ekeiva TTou TrapaTnpouvTal
aTOoUG
EVNAIKEG.
TirpéTrer va yvwpidel o aoBevAg OE TTERITITWON TTOU TTAPAALiWEl va
mapel Kamola 86on:
Edv mrpérrel va AapBAveTe To QAPPOKO OE KAVOVIKA XPOVIKG SIaoThuaTta Kal
TapaAeiyete pia 56on, Ba wpETer va TApeTe ) 860N autr 10 TAXUTEPO
duvarov. Eav, ev 100T0IG, TANCIAZE) i WPa yia TRV eTTopEvn doon un AdBeTe
déon TTou TapaAeiparte, aAAG cuvexioTe kavovika Tr) Bepartreia.

2.10 Hpepopnvia AR§ng Tou mTpoidvrog:
2.11 1Biaitepeg TPOoPUAGEEIG yia T @UAagn Tou TIpoidvTOC:

2.12 Hpepopnvia teievtaiog avoBedpiong Tov ¢vilov odyyidv:
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3. TIAHPO®OPIEL I'A THN OPOOAOTIIKH XPHIH TQN CAPMAKQON
- To @apuako auTtd Cag 10 £YPAYE O YIATPOG CUG MOVO YIQ TO CUYKEKPIUEVO
1aTpIkd gag TPoPRAnpa. Aev Ba TTpeTrel va 10 divete ot AAAa dTopa A va 1o
XPNOIMOTIOEITE Yia KATTOIQ GAAN TABNON, XWEIg TTPONYOULIEVWCE VO EXETE
oupPBouieuTei 10 yiarpd cag.
- Eav katd ) didpkeia NG BepaTTeiag £p@avicTel KATTOI0 TTPOBANUA PE TO
QAPHAKO, EVNHEPWOTE APECWC TO YIATPO OGG 1) TO PAPHAKOTIO 0ag.
- EGv.£xe1e_0ommo1adimoTe epwInUaTika yUpw aTro TIg TTARPOPOpIES TTou
apopoUV 10 PApHAKo TTou AQURBAVETE 1) XPEIGdeTTE KAAUTEPN EVNHEPWON YIA TO
KaTpIKO oag TpoRAnua un dioTdceTe va {NTHOETE TIG TTANPoYopitg autég amrd 1o
yiarpd oag fj To apuaKoTToId Cag.
- Na va gival arroTeAeopaTikG Kal aoQarég T0 QApPAKO TTOU gag xopnyndnke Ba
mpEmel va AapBavetal cUPQwva PE TIG 0dnyieg TTou oag d6Bnkav.
- Na v acedheid oag kal Ty vyeia oag eivar arapaitnTo va diafdoeTe pe
TPOCOXN KABE TTANpoYopia TTou aYopd 10 PAPPAKO TTOU 0ag Xopnynonke.
- Na un diatnpeite Ta @appaka og ppapia Tou Aoutpou, yiari n {EoTn kat n
uypaoia PIropei va aAloiwoouv 10 pappako Kai yivel eTBAaBEC yia v uyeia
0ag.
- No pnv kpatare gapuaka mou dev 1a XpeiadeoTe TALOV i TTou Ndn £xouv
AREEL
- OAa 1a papuaka TPRETTEN va QUAGYOVTOE OE QOQAALG PEPOC, HOKPIG aTTO TO
Tadid.

4. TPOIIOL AIAGELHZ
To pappaxo avtd yopnysital pdvo pe WIPIKT SuVIayn.

M) O dikaioUxo! Kar aVTITTPOCWITOL UTTOXPEOUVTAI yIO TNV EQAPPOYT TG QvWTEpW EYKUKAIOU,

A}, Katomyv Twy avwTEpw TTalel va 10X UE N EYKUKAIOG pag pue ap.14670/18-4-02

Kowomoinon:
Er . PFIZER HELLAS AE,

Meooyeiwv 243,
154 51 N. Yuyiké

Amobikreg yia evépyEla ¢

1. Yrmoupyeio Yyeiag & Kowwvikiig AAMANAEyyung H AIEYOYNTPIA AYEDN
Atvon @appdrwy & Papuakeiuy
Apiatotéhoug 17, 101 87 ABAva

2. TEEGAIAYT
A. Meooyeiwv 136 Ap. A. KOYTZOYKH

165 61 ABryva

3. Ym. Epyaciag Atraoxoinong & Kovwvikrig Fpootaciag a
Fevikn Tpappateia Kovwvikwy ACQaAoewy
Atvon Aogpdhiong AoBévelag & Mntpormrag
Z1adiou 29, 101 10 ABrva
{ME TNV TTAPOKANCT evnpépwaong Twy Aocp(l)\lcrmwv
Tapeiwy TTou TTapéxouv Yycoiovopikn MepiBaiyn)
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4. TMaveAArvio larpikd ZUAAOYO
Mhoutapyou 3, 106 75 ABryva
{(pe TNV TopAKANON evnutpwon Twy
TOTTIKWV 1aTEIKY ZUAAGYWV THE XWPAC).

5 NMaveAfvia Evwon @appakorronv
Kopuln 6, 117 43 ABrjva

6. DaveAArvio appakeunikd ZOAAOYO
Neapaiwg 134 & AyaBnuépou
118 54 ABAva
{Me TNV TapAKANGN EVNUEPWONG TWY
TOTHKWY PAPUAKEUTIKWOY ZUAASYWV T1I¢ X0pag)

7. RaveAdivia Evwon Qapuakotoww
NoonAgutikv 1dpupaTwy
MixahakotioUhou 99, 115 27 ABrva

8. IKA-®app/kf Yinpeoia
Ay.Kwv/vou 8, 102 41 ABryva

9. OTA Khadog Pappakeunkng MNepiBaiyng
Mawnoiwv 30, 106 77 ABrva

10. Oiko¢ Nattou MNepaiwg
K NaAaioAdyou 15
185 35 Napaiag

11, Oikog Nauorou ABrvag
Fhavotwvog 2 & Namnoiwy
106 77 ABrva

12. Kévipo AnAntnpiacewy
Noooxkoyeio Maidwv "1.& A Kupiakot”
115 27 Toudi A8riva

13, 2O®EE
3 A Kngiciag 280 & Aypiviou 3
152 32 Xahavdpr ATTIKAC

14. NaveAArvia "Evwon @appakofiounxaviag
AGuya 7, 115 24 AptreAdxntion, ABnva

15, ZOAAoyo Avifmwyv Qappakeunikwy Eidwyv & EidikotaTtwy
0Obd6¢ Tartoiou
180 xAp. EBvikAg 0bou ABnviv-Aapiag
146 10 N. EPYOPAIA ATTIKHZ

16. AtgAtio Ayopavopiag
Navemotnuiou 42, 106 79 ABrjva

17.  TEBE - Qappakeutikig YTInpeoieg
Ay. Kwvoravrivou 5
103 51 AOHNA

18. Mn pEAn ZUAAGYwV
{O11W0¢ O Trivakag)
EIQTEPIKH AIANOMH:
1. Aivon AQioAoynong Mpoidviwy
a) TpRua ALiohdynong @appakeunkwy [poidviwy
B) Tpapparcia A" Turpatog Emotnuovikod Zupfouiiou Eykpioewy
2. Afvon NAnpogopnong & Anp. Ixtoewv
3. Alvon ©ap/kuv Meaetwv & "Epeuvag
4 Oivan H/kwv YTinpeoiwv EAéyxou Npoidviwy
TuAua Exdoong & Kwd. ATropdotwy
5. Fpappareia AeutepoBdaBuiov Emotnuovikoy ZupBouhiiou
DT/9% 2009
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