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EFKYKAIOE - AO®AZH

OEMA: KabBopiopog MepiAnywng XapaktnpioTiKWwy Tou Mpoidvtog kai UAAo Odnyiwy yia
T0 XpAOTN QAPUAKEUTIKWY TTPOIOVTWY TTOU TTEPIEXOUV DPACTIKO GUOTATIKO
METHOTREXATE SODIUM.

“ExovTeg uttoyn:

a) Tig diatageig NG KoivAag YToupyikAg ATmopacong AYT3 (a) 82161/2012 (PEK B™ 2374/24-8-
2012) «lMepr evappodviong tng EAANvikG NopoBeaiag pe Tnv avtioToixn KoivoTik oTov Topéa
TNG KUKAOQPOPIOG ovevenineeiaananenn. TWV QOPUAKEUTIKWY TTPOIOVTWY, TTOU TTpoopifovTal yia
avlpwTrivn XpAon»,

B) Tnv ut’ apiBu.: 43391/23-6-2010 Amogpacn Mpoédpou EOD (PEK 1052/Telxog AeuTepo/12-7-
2010) «[Mepi peTafifdoewg diKaIWUOTOG UTTOypa@ng atmod Tov [Mpdedpo EOP Tpog Toug
TTpoioTapévoug OleuBuvoewyv EOD».

y)  Tnyvwpdarteuon tou EmoTnuovikoU ZupBouliou Eykpicewv TuAua A', ap.: @ - 184/22-06-
2012.

ANOOAZIZOYME
1. H MNepiAnwn XapaktnpioTikwy Tou MpoidvTog papuUaKEUTIKWY TTPOIOVTWY TTOU TTEPIEXOUV
opaoTiké cuaTtaTikd METHOTREXATE SODIUM, opileTal wg €EAG:

MNEPIAHWYH TON XAPAKTHPIZTIKQON TOY MPOIONTOZ (SPC)

1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOX:

2. NMNOIOTIKH KAI NOZOTIKH XYNGEZH
Alokia 2,5mg/TAB
KdaBe diokio trepiéxel 2,5mg Methotrexate

Evéoipo didAupa 5mg/2ml VIAL, 50mg/2ml VIAL, 100mg/4ml VIAL, 500mg/20ml VIAL, 1000mg/40ml
VIAL

KdaBe @iahidio Twv 2ml 1repiéxel 5mg r} 50mg Methotrexate

KdaBe @iahidio Twv 4ml Trepiéxel 100mg Methotrexate

KdaBe @iahidio Twv 20ml 1repiéxel 500mg Methotrexate

KdaBe @iahidio Twv 40ml 1repiéxel 1000mg Methotrexate

AidAupa yia éyxuon 1000mg/40ml BOTTLE
KdaBe @iaAn Twv 40ml Trepiéxel 1000mg Methotrexate

3. PAPMAKOTEXNIKH MOP®H
Alokia

Evéaiyo didAupa

AiGAupa yia €yxuaon
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4. KAINIKEZ NAHPO®OPIEZ

4.1 OepaTtreuTikEG VOEIEIG

NeormrAaouarikéc véoor

H peBotpeldmn ouvioTdral oTn OepaTieia TOU  XOPIOKOAPKIVWUOTOG, TOU KATAOTPOQPIKOU
(destruens) xoploadevwpartog, Kal TG udaTidIKAG JUANG. ZTnv ofgia Aep@oBAacTIKh Acuyaipia,
n MeBOTPELATN OuvIOTATAI Yo TNV TIPOQUAAEN atmd Tn Auxaidia Twv pnviyywv Kai
Xpnoigotroieital wg Bepatreia  ouvinpnong o€ ouvduaopo peE GAAa  XNUEIOBEPATTEUTIKA
okeudopata. Emiong n peBotpegdrn evdeikvutal otn Bepatreia TNG Aeuxaiyiag Twv pnviyywv.

H peBotpefdrn xpnoiyoTroigital yévn | o€ cuvOUAoUO Pe GAAO QVTIKOPKIVIKA QApUaKa OTn
Bepatreia TOU KOPKIVOU TOU HOOTOU, TWV ETTIOEPUOEIDWV KOAPKIVWV TNG KEPAAAG Kal ToOu
TPpaxnAou, oTnV TTPOXwWPNHEVN OTTOYYOEIBN JUKNTIAON, KAl OTOV KAPKivo Tou TTveUpova, €10IKA
OTOUG TUTTOUG MIKPOKUTTOPIKO Kal €K TTAOKWOWY KUTTAPWY, OTa €MONAIGKA KAPKIVWUATA TOU
O£pPaTOG, OTOUG OYKOUG TOU €YKEPAAOU, OTO pafdopuocdpkwua, ata un Hodgkin Asppwuata
Kal To Aéppwpa Burkitt.

H peBotpeldmn oe uwnAég dOoeIg TTou cuvodeleTal ammd AcukofBopivn Kal o€ GUVOUAOHO ME
GAAO XNMEIOBEPOTTEUTIKA OKEUAOHATA Eival ATTOTEAEOHATIKA OTNV TTapATOon NG £mBiwong
XWPIG UTTOTPOTTEG O OOOEVEIG PE PN UETAOTATIKO OOTEOCAPKWUO Ol OTT0i0I €XOUV UTTOOTEI
XEIPOUPYIKA EKTOUR TOU OYKOU | aKpwTNPIOoHO.

Ywpiaon

H peBotpetdtn evdeikvutal OTO CUPTITWHATIKG €AeyXo TNG Papldg POP®RG, avOEKTIKAG
Yywpeiaong TTou TTPOKAAEI avaTrnpia Kal n oTToia eV AVTATTOKPIVETAI ETTAPKWS O€ AAAEG HOPPES
Bepatreiag, epooov n didyvwaon £xel emPBePaiwbei pe Blowia f kal PETE amd depuaToAoyikd
éAeyxo. Eival onuavtikd va Bepaiwbei 611 Tuxov "é€apon” TG ywpiaong dev oPeiAeTal OE Wn
dlayVWOEVN CUVUTIAPYXOUTA VOO O TToU £TTNPEALE! TIG AVOTOTTOINTIKEG AVTIOPACEIG.

Peuparoesidnic apBpitida ocuutrepiAaupavouévng tng veavikng psuparogidous apBpiridag

uE TOAUapPOpPIKA TPOCBOAN

H pebotpetdtn ouviotatal oTn Bepatreia opIouEVWY evNAIKWY UE Bapid, EvEPYO, PEUUATOEION

apBpimda (kpipia ARA) ol oTroiol TTapougiocav pn €TOpPKA BepatreuTikn amavinon i

duoavelia og

i) Bepatreia TPWTNG YPOAUUAG WE TIANPEIG OOCEIC PN OTEPOEIDWV AVTIPAEYUOVWIWV
Pappakwyv (MZAD) kai

ii) oe Oeparreia Ye €va ) TTEPICCOTEPA AVTIPPEUUATIKA QAPPAKA TTOU TPOTTOTToIOUV N
eTTNpealouv Tnv €£EAIEN TNG vooou.

H aommipivn, Ta pn otepocidn avTiAeypovwdn i Kal Ta oTepoeldr) ae XaunAr doocoloyia

MTTOopoUv va cuvexioToUv, av kal n meavotnta augnuévng TogikdTNTag YE TNV TTAPAAANAN

xprion MZA® TeplAapfavopévwy Twv OOAIKUAIKWY Oev €xel epeuvnBei TTANpwg (BAETTe

MpouAdgeig, ANNAemIdpdaoelg Papudrkwv).

Ta oTepoeldr) uTropolv va Peiwbolv oTadlakd o€ aoBEvEiG TTOU TTAPOUCIAfouV avTaTTOKPIoN
oTn MeEBOTPELATN. ZuvOUaOouOg WEBOTPEEATNG HE XPUOO, TTEVIKIAAGpivVN, udpofuxAwpokivn,
oouAh@acaAadivn, ) KUTTapOTOEIKA, dev £xel HEAETNOEI Kal uTTopEi va augnoel Tig avemBuunTeg
evépyeleg. H avamauon kal n @uoioBeparreia Pmopolv va CGUveXIOTOUV, OUPPWVa HE TIG
odnyieg Tou 10TPOU.

H pebotpetdrn emiong evOeikvuTal OTn VEQVIKA PEUPOTOEId apBpitida pe TTOAUAPOPIKN
TTPOCROAN.

4.2 AocoAoyia Kol TPOTTOG XopRynong

H xopriynon diokiwv at1rd 1o oTéua TTPOTINATAI CUXVA OTAV TTPOKEITAI VA XOPnynOouv XaunA£g
060¢€IG a@oU n atroppOPnon ival Taxeia Kal ETITUYXAVOVTAl ATTOTEAECUATIKA ETTITTESQ GTO
TAGopa. MNapevtepikd n PeBoTPeEATN UTTOPET Va XopNnYEITal HEOW TNG EVOOUUIKNG, EVOOPAERIAG,
evoapTNPIOKAG A evdoppaxiaiag odou. Ta evéCIua OKEUAGUATA TTOU TTEPIEXOUV CUVTNPNTIKO dev
TIPETTEI VO XOopnyouvTal evooppaxiaia.

Ta @aPUAKEUTIKA TTPOIOVTA TTOU TTPOORICOVTAI VIO TTAPEVTEPIKI XOPyNon TTRETTEN va
e€eTdovTal OTITIKA yia TUXOV UTTapEn cwuamidiwv i Kal aTToXPWHATIONS TTPOTOU Xopnynoouv,
6tav 10 SIGAUMA KAl O TTEPIEKTNG TO ETTITPETTEL.
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2T0Ug oupTrayeig Oykoug ol 860elg TToIKIA\ouv onuavTikd ocUh@wva pe TR didyvwon, TV
KOTAOTOON TOU aoBevoUg Kal TO ETTIAEYEV XNMEIOBEPATTEUTIKO OXHA.

NeomAaouarikég vooor

- XoplokapKivwpa Kal dAAeG TPOPOBAACTIKEG VOTOI:
H peBotpefdrtn xopnyeital ammod 10 oToua o€ 86oeig atmod 15 éwg 30 mg nuepnaiwg yia didoTnua
5 nuepwv. TéTol01 KUKAOI BepaTreiag ouxva emavalaupdavovtal yia 3 €wg 5 @opég, OTTwg
ATTaITEITAI, YE OIQCTHANATA Hiag 1 TTEPICOOTEPWY ERBONAdWY aVANETT OTOUG KUKAOUG, MEXPI Va
UTTOXWPNOOUV Ta TOEIKA CUUTITWHATA.
H atroteAeopaTikdTnTa TNG BepaTreiag utTroAoyileTal Pe TTOCOTIKO TTPOCBIOPIOUS TNG XOPIAKNG
yovadoTtpoTriving oTta oupa 24wpou (hCG), n otoia mTpéTrel va €TavéABEl OTO QUAIOAOYIKO, A
KaTw atrd 50 1U/24wpo, ouvRBwg PeTd atrd Tov TpiTo ) TETAPTO KUKAO BepaTreiag, kal auvrOwg
TPETTEl va akoAouBeital ammd TArpen eEapdavion Twv PeTpACINWY BAaBwyv péoa ot 4 €wg 6
€BOOPAdES. ZuvnBwG ouvioTWwVTaAl £vag PE dUO KUKAoI BepaTreiag UaTepa atrd TNV €TTAVOd0 TNG
hCG oTo QualoAoyiko. Mpiv atmd kKaBe Bepatreia e TO PAPUAKO Eival ATTAPAITATN N TTPOTEKTIK
KAIVIKR] a&loAoynon. O KUKAIKOG cuvduaouog TG HeBoTpeEdTnNg padi pe GAAa avTIKAPKIVIKG
@apuaka Bewpeital OTI gival WPENIPOG.
Emeid n udamidiky MUAN JTTOPEl va TTPONYEITal TOU  XOPIOKAPKIVWUATOG, GUVICTATAI
TTPOQUACKTIKA XNMEIoBepaTTEia e peBOTPEEATN.
To dINBNTIKG Xoploadévwua Bewpeital OTI gival pia €mOETIKA PopPry UdATIOIKAG MUANG. H
peBoTpeEATn xopnyeital o autd Ta OTAdla TNG vooou ot OOCEIG OUOIEG ME EKEIVEG TTOU
XOpPNyouvTal GTO XOPIOKAPKIVWA.

- Aeuxaipia:

H o€eia AeppopAaaTikr) Acuxaipia ota TTaidId Kal o€ £QnPRoug atroTeAOUV TIG JOPPEG Asuxalpdiag
ME TN JEYOAUTEPN QVTATTOKPION OTIG PEPEG MAG. € VEAPOUG EVAAIKES KAl TTIO NAIKIWUEVOUG
aoBeveig, eival Mo dUOKOAO va eTTITEUXOEi N KAIVIKA BEATIWON Kai gival IO cuxvry N TTPWIKN
UTTOTPOTTH.

H pebotpe€dtn povn 1 o€ cuvOuaouo PE OTEPOEIDN XPNOIUOTTOINBNKE APXIKA YIa TNV ETTITEUEN
U@eonG o€ TTEPITITWOEIG O&Eiag AeuPOPBAAOTIKAG Acuxaipiag.

2Uppwva pe Tpéopata dedopéva n Bepatreia Pe KOPTIKOOTEPOEION O OUVOUACUO WE GAAa
avTIAeuxalpiké eapuaka TrepIAappBavouévng TNG NEBOTPEEATNG, @aiveTal va divel ypriyopn Kai
atmroteAeapaTikr] BeAtiwon. Otav xpnoigotroidnke yia €miTeugn Ugeong, n pebotpetdtn oe
oo6o¢eig Twv 3,3 mg/m2 o€ ouvduaouo ue 60 mg/m2 TPEdVICOVN NUEPNTIWG, ETTEPEPE BEATIWON
o010 50% TWwv aoBevwy, ouvnBwG PEoa o€ pia TTEPiodo 4 €wg 6 ROOUAdwWV.

H pebotpegatn oe ocuvduaoud pe GAAa @dppaka @aiveral va gival To QAPUAKO EKAOYAG yIa TN
d1aTAPENON TNG PAPUAKEUTIKWG €TTITEUXOEicag Upeong. OTav emTuyxaveTal n UQeon TnG vooou
KOl n UTTOOTNPIKTIKA Bepatreia éxel dwael yevikdTepn KAIVIKR) BeATiwon, apxifel n Bepatreia
ouvTApnong, wg €¢nG: H pebotpegdtn xopnyeital oe ouvoAik d6on 30 mg/m2 TNV €Bdoudda
poipaopévn o€ dUo xopnynoeig amd 1o otéua. ‘Exel emiong dob¢i oe ddocig Twv 2,5 mg/kg
evOOQAEBIa yia 14 nuépeg. Eav kai étav eppaviaBei utTtoTpoTTA, N £TTITEUEN VEQG UPECNG PTTOPEI
va yivel ye emavaAnyn Tng apxikng doooAoyiag.

‘Exel xpnoigotroinBei moikiANia ouvOUACHWY XNMEIOBEPATTEUTIKWY QAPUAKWY, WG Bepatreia
évapéng kal ouvTtripnong otnv o&eia Aep@oBAacTikh Acuxaipia. O yiatpdg Ba TpéTrel va gival
YVWOTNG TWV VEWV €EeAifewv OoTnNV avTIAeuxaipikh Beparreia.

- Aeuxaiuikny dinénon twv unviyywv:

21n Beparreia A TNV TTPOQUAAEN TNG Asuxaiuikng dIRONONG Twv unviyywv, n pebBoTpegdmn
TPETTEl va  xopnyeital evdoppaxiaiwg. '‘Eva okevaopa peBoTpeEdTng Xwpic ouvtnpnTikd
xopnyeital o€ apaiwon 1 mg/ml o€ éva KatdAANAoO, ATTOOTEIPWHEVO, XWPIG ouvTnPENTIKA YECO,
61Tw¢ 10 evéaipo 0,9% xAwplouyo varpio, USP.

H evdoppaxiaia xopriynon pebotpedtng oe d6on 12 mg/m2 (MéyioTn dbon 15 mQ) €xel
ava@epBei 61 divel XaPUNAEG CUYKEVTPWOEIG NEBOTPEEATNG OTO EyKEPAAOVWTIAIO UYPS Kal
XOUNAA AaTTOTEAECUATIKOTNTA OTA TTAIBI& VW AVTIBETA PTAVEI O€ UYNAEG CUYKEVTPWOEIG KAl
VEUPOTOEIKOTNTA OTOUG EVAAIKEG.
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To akdAouBo doooAoyikd oxfua BacideTal oTnv nAIKia Kal éx1 oTnV €MQAVEIQ CWHUATOG:

HAikia (€tn) Adéon (mg)
<1 6
1 8
2 10
3 1) TEPIoTTEPO 12

>¢ pia ueAéTn oe aoBeveig kKATw ammd Tnv nAikia Twv 40, To TTapamavw docoAoyikd oxXAua
@AiVETAI OTI ETTETUXE TIG ETTIOBUPNTEG CUYKEVTPWOEIG NEBOTPEEATNG OTO EYKEQAAOVWTIAIO UYPO ME
MIKPOTEPN VEUPOTOEIKOTNTA.

€ GAAN pia peAétn o€ TTaidId pe ofgia Ae@OKUTTAPIKN Asuxaiuia, ouykpiBnke To oXANa autd
ME pia d6on 12 mg/m2 (M€yioTn ©6on 15 mg). MapatnerBnke onUAvTIKA PEIWON OTO TTOCOCTO
UTTOTPOTTWYV ATTO TO KEVTPIKO VEUPIKO aUOTNUa oTnv oudda o1tou n 860n xopnynonke avaioya
ME TNV NAIKia.

Etreidf o dykog Tou eyke@aAovwTiaiou uypou Kal n TooétnTa Tou PETAROAI(OPEVOU PapUAKOU
MTTOPE va hEIVETal e TRV NAIKia, uTTopei va KpIBei atrapaitntn n yeiwon tng d6ong o€ 1o
NAIKIWPEVOUG aoBeveig.

MNa 1 Bepatreia TG Aeuxaiyiag Twv pnviyywv, n peBotpe€dtn ptmopei va xopnynOei
evooppaxiaiwg Pe pecodiaoTApaTa 2 éwg 5 nuepwv. H yopriynon pe pecodlacTApata
MIKPOTEPA TNG MIOG €BOOPAdAG UTTOPEI va €xEl WG ATTOTEAeOPa TNV augnon Tng utroeiag
TOCIKOTNTAG. H peBoTpeEdrn xopnyeitar pPEXPIGC OTOU O ApPIBUOG Twv KUTTAPWV OTO
eyKePaAovwTiaio uypd eTTavéENBeEl 0TO QUOIOAOYIKG. Z€ aUTO TO GNEio TTPOTEIVETAI [ia ETTITTA OV
06on. MNa Tnv mpo@uAagn armd tn Asuxaipiki dINBnon Twv pnviyywyv, n doon cival n idia pe
ekeivn TNG BepaTreiag, ekTOG atrd Ta pecodlaaTiPaTa xoprynong. N’ autd 1o B€ua, auvioTdral
oT0 YIaTPO va cuuBouAeuTei TNV 10TPIKA BIBAIoYypa@ia.

AvVETTIOUUNTEG EVEPYEIEG UTTOPOUV VA TTAPOUCIOCTOUV HE OTTOIOdNTIOTE EvOoppaxiaia Evean Kal
ouxVvd gival veupoAoyikou XapakTripa. YWnAég 660¢€Ig TTopolv va TTPOKOAECOUV GTTACHOUG. H
peBOTPEEATN TTOU YopnyeiTal péow TNG evdoppaxiaiag odou eu@avifeTal o€ onUAvVTIKA TTOod
0TnN CUCTNUATIKA KUKAOQOPIa Kal UTTOPET va TTPOKAAETEI CUCTNHATIKY TOEIKOTNTA.

H ouoTtnuaTtiki avriAeuxaipikf Beparreia Tpétrel va pubpietal KaTAAANAQ, va eAatTwveTal, i va
OIOKOTITETAI.

EoTiakr evtoTmion TnNG Aeuxaipiog oTo KEVTPIKO VEUPIKG oUOTNHA iowg eV avTaTTOKPIBEi oTnv
evooppayiaia xnueloBepaTreia Kal AvTIHETWTTICETOI KOAUTEPA PE AKTIVOBEPATTEIQ.

- Aepowpara:

210 Mpowpa Burkitt ota otddia | kai 1, n xopAynon MeBOTPEEATNG EXEl ETIPEPEI
TTOPOTETAPEVEG UQPECEIS OE MEPIKEG TEPITITWOEIG. H ouvioTwpevn ©6on eivar 10-25 mg
nuepNoiwg amd 1o otéua yia 4-8 nuépeg. 1o otddio lll, n peBoTpegdTn ouvABwg dideTal
TapAAANAG pe GAAa avTIKOpKIVIKG @dpuaka. H Bepatreia oe 6Aa 1a oT1ddia ouviBwg
TePIAaPPBAvel TTOAATTAOUG KUKAOUG Bepartreiog pe TO QAPPOKO, TTOU OIOKOTITOVTAI aTTd
olaotAuata 7-10 nuepwyv. To Aguocdpkwua oto otadio Il ytropei va avratmmokpiBei aTtn
ouvduaouévn @apuakoBepatreia pe peBotpe€dtn tou divetal oe ddoeig 0,625-2,5 mg/kg
NHEPNTIWG.

- Zroyyo<€idng puknriaon (AgppaTikd T- AEpQwpa):

H Bepatreia pe peBoTpeEdTn @aiveTal va emM@PEPEI KAIVIKI) avTATTOKPIon O€ TT0000TO £wg 50%
TWV TTEPIMTTWOoEwyY. H 86an gival cuvABwg 2,5 - 10 mg nuepnaiwg atrd 1o aToua yia eLSOUGdES
N unRves. Ta emiteda TNG 660NG TOU YAPUAKOU Kal N TPOTTOTToINGN Tou O0G0AOYIKOU GXANATOG
ME peiwan NG 660ng ] dIAKOTTA Tou papudkou kabopifovtal atrd TV avTatrokpion Tou acgBevi
KAl TOV aIgatoAoyiko €Aeyxo. H ueBotpe€drtn éxel emmiong xopnynOei evoopuikd oe dOTEIG TwV
50 mg epdtma¢ efdopadiaiwg r 25 mg dUo Yopég TNV eLdoPAdA.

-O0TE00dPKWA:

‘Eva atroteAeopaTIKO OXANA CUUTTANPWUATIKAG XNUEIOBEPATTEIOG ATTAITEI TN XOPAYNON OPKETWV
KUTTAPOTOEIKWY  XNMEIOBEPATTEUTIKWY  QapUdKkwy. [MapdAAnAa  pe v uywnAl  &b6on
peBoTpetdTng padi ue Acukofopivn, oOTa QApUOKA QuTd PTTopei va cupTrepIAauBdvovral
doxorubicin, cisplatin ka1 évag oguvduaoudg bleomycin, cyclophosphamide kai dactinomycin
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(BCD) oe doooAoOyIKO OXAUQ TTOU QaiveTal OTOV TTivaka TTou akoAouBei. H apxikiy déon yia
Bepartreia pe uwnAég dd6oelg peBoTPELATNG eival 12 g/mz. Edv n 66on autn dev €TapKei yia va
eM@avicBei N péyioTn ouykévipwon peBoTpeEdTng oto TTAdoua Twv 1000 mmol/l (10'3 mol/l)
oTo TENOG TNG €yxuong Tng peBoTpedrng, n ©6on utopei va diaBabuioTei ota 15 g/m2 aTIg
eTTOpeveG BepaTreieg. EGv 0 aoBevig TTapouacidoel euéToug ) dev PTTopei va avexBei Tnv aywyn
até 1o oTéua, n AcukoBopivn dideTal evOOPAERIa i evdouuikd oTnyv idia docoAoyia Kal axAua

(BA. etTOuEVO TTiVaKQ).

ddpuako * Adéon * ERdopddeg Bepatreiag
META TNV eTéUBaon
Methotrexate 12 g/m” evBopAEBia pe 4wpn €yxuon 4,5,6,7,11,12, 15, 16,
(860N €vapéng) 29, 30, 44, 45
Leucovorin (QuAAIvIké oU) | 15 mg a1é To oTéua KGBe 6 wpeg yia 10
BdO0E€IG TTOU XopnyouvTal 24 Wpeg HETA
TNV £vapén Tng £yxuong methotrexate
Doxorubicin 30 mg/mzlrwépa IV yia 3 nuépeg 8,17
(MovoBeparreia)
Doxorubicin 50 mg/m° IV 20, 23, 33, 36
Cisplatin 100 mg/m? IV 20, 23, 33, 36
Bleomycin 15 uovétésg/m2 IV yia 2 nuépeg 2,13, 26, 39, 42
Cyclophosphamide 600 mg/m2 IV yia 2 nuépeg 2,13, 26, 39, 42
Dactinomycin 0,6 mg/m2 IV yia 2 nuépeg 2,13, 26, 39, 42

Otav mpokeital va xopnyndolv autég ol uwnAoTepeG dOOEIG PEBOTPEEATNG,

odnyieg ac@AaAcIag TTPETTEI VO TNPOUVTAI TTPOCEKTIKA.

ol akbéAoubeg

KATEYOYNTHPIEZ FrPAMMEZ I'A OEPAINEIA ME METHOTREXATE MAZI ME AIAZQZH

ME AEYKOBOPINH

1. H xopriynon tng peBotpe€dtng TrpéTrel va KabBuaoTepei €4v:

* * * * * * *

O apiBu6g Twv Aeukwv algoo@aipiwy gival Aiydtepog atoé 1.500/pl.
O apiBuo6g Twv oudeTePOPIAWY gival AilydTepog atrd 200/pl.

O apiBuodg Twv alpotreTaAiwy givar Aiyétepog atd 75.000/ul.

Ta emitreda xoAepuBpivng Tou TTAdouaTog gival peyaAuTtepa ammo 1,2 mg/dl.
Ta emireda SGPT eival yeyaAutepa amd 450 [.U./L
Mapouaia BAevvoyoviTIdag £Ewg 0Tou aTTodPALEL.
Mapouaia empévoucag UTTECWKOTIKIG GUAAOYNG, N OTToia TTPETTEl va TTAPAKEVTATAI Kal

va a@alpeital TTARPWS To uypo, TTPIV aTTd TNV £yXUan.

2. Tpétrer va éxel emPBePaiwOEi N ETTAPKAS VEPPIKN AsITOUpYia.
a. H kpeatvivn Tou TAdopaTog TIPETTEl va gival @QUOIOAOYIKA, Kal n kK&Bapaon TNng
KpeaTivivng TpETTel va gival peyaAutepn amd 60 ml/min, TpIiv TNV évapén Tng

BeparTreiag.

B. H kpeativivn Tou TTAAOUATOG TTPETTEI VA JETPATAI TTPIV aTTO KABE KUKAO BepaTreiag.
Edv n kpeativivn Tou TAdopaTtog €xel augnBei katd 50% 1| TTEPICTOTEPO CUYKPIVOUEVN
ME TTponyoupevn YETpnon, n KABapon TNG KPEQTIVIVNG TTPETTEI va JETPATAI KAl VA
gival yeyaAutepn atrd 60 ml/min (akoun Kal av n Kpeativivn Tou TTAAouaTog BpiokeTal
péoa o€ Quaolohoyikd TTAdiTIa).

3. O aoBeveic TpéTTel

evudaTWwVoVTal KOAAG Kal  TTPETTE

OITTAVOPAKIKO VATPIO yIa GAKAAOTTOINGN TWV 0UpWV.
a. Xopnyouvtal evoo@Aefiwg 1000 ml/m? uypou TrepiExovtog 10 mEq dirtavBpakikou

Natpiou kar 20 mEq KCI/L yia TTepiogdTEPo atmd 6 WPES TTPO TNG £vapéng Tn

TOUG  Yopnyeital

S gyxuong Tng

peBoTpeEdtng. H evuddtwon ouveyileTal pe pubuod 125 mI/mzld)pa (3 Aitpa/m/nuépa) Kata
TN SIGPKEIT TNG £YXUONG TNG MEBOTPEEATNG, KAl yIa 2 NUEPES APOU GUUTTANPWOEI N £€yxuon.

B. Ta oupa aAkaAotrolouvtal waTte va Olatnpolv 10 pH peyaAltepo ammd 7 katd Tn
didpkela TNG €yxuong TnG peBotpe€dtng kai Tng Bepartreiag pe AcukoBopivn. Autd ptropei va
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EMTEUXOEI e TN Xopriynon Tou dITTavBpakikoU vaTtpiou atrd To oToua ]l e Tn OIGAUGH Tou
péoa o€ EEXwPIOTO VOOPAERIO diAupa.

4.  Ol1 PETPACEIG TWV CUYKEVIPWOEWYV TNG KPEQTIVIVNG TTAAOUATOG Kal TnG HeBOTPEEATNG
TAdopaTtog emavaAaupBdavovial o 24 wpeg amd TNV €vapén Tng Beparreiog e

peBoTPEEATN

Kdl

TOUAGXIOTOV yIO pia @opda nuePNaTiwg, YEXP! Ta eTTiTTeda TNG PeBOTPEEATNG va ival KATW
até 5 x 10 mol/l (0,05 micromolar).

5. O TapakdTtw TVaKOG TTOPEXEI

KOTEUBUVTAPIEG YPaUUEG yia Tn  OocoAoyia Tng

AeukoBopivng TTou BacifovTal oTa eTTiTTEda PeBOTPEEATNG TTAAOUATOG.

OEPAMEYTIKA ZXHMATA AIAZQXHX ME AEYKOBOPINH NOY AKOAOYOOYN TH
OEPATMEIA ME YWHAEZ AOZEIZ MEOOTPE=ATHZ

OAHIIEZ I'lA TH AOZOAOIIA KAl XOPHI'H2H THZ AEYKOBOPINHZ

KAIvikq katdoTaon

EpyaoTnplakd eupfiuara

Abon AeukoBopivng Kail SIAPKEIX
Oeparreiag

duaioloyikn Emitreda pebotpedrng atov 15 mg a1ré 10 OTOUA, EVOOUUIKA 1
atrooAA TG op6 trepitrou 10 micromolar evOOPAEBIa KGBE 6 wpeg yia didoTnua 60
peBoTPECATNG 24 wpeg PETA TN Xopnynon, wpwv (10 d6o¢Ig TToU EEKIVOUV 24 WPEG

1 micromolar petd 48 wpeg, Kai
ANiyoTepo amd 0,2 micromolar
oTIG 72 WPEG.

META TNV €vapgn TNG €yXuaong Tng
peBOTPEEATNG).

Oyiun kaBuoTépnaon
oTnv atmmofoAn Tng

Emimreda pebotpetdtng oTov
0po dvw Twv 0,2 micromolar oTig 72

>uveyiCeTal n xopriynon 15 mg atmré 1o
OTOMa, eVOOUUIKA 1] evOOPAERIa KEOE 6

pEBOTPECATNG. wpeg Kal avw Twv 0,05 WPEG, YEXP! Ta eTTITTEDA TNG HEBOTPEEATNG
micromolar 0TI 96 WPESG YETA TN OTOV 0p0 va TTEcOUV KATW aTrd Ta 0,05
Xopnynon. micromolar.

Mpwiun Emimreda pebotpetdtng oTov 150 mg evbo@AEBIa KGBE 3 WpeEG PEXPI TA

KaBuoTépnon oTnv 0p6 50 micromolar A kai emmiTreda peBoTpe€dTng va eivar pikpdTtepa

atmooAn NG TTEPIOCOTEPO OTIG 24 WpPEG, N 5 atd 1 micromolar.

peBoTpeEdTnG i KaI micromolar A kal TTeEpIcoOTEPO H xopAynon ouveyiCetal ye 15 mg

£voeign oéeiag oTIG 48 Wpeg PETE TN XOPrYNON. eVOOQAEBIa KABE 3 WPEG, HEXPI TA

VEQPIKAG BAGBNGS 100% ad&non Twv eITTEdWY etmieda peboTpeCdTng va gival PIKPOTEPQ

KpeaTivivng oTov opd A Kal
TTEPIOOOTEPO, 24 WPEG PETA TN
Xoprynon Tng peBoTpegang (Tr.x.
augnon ammoé 0,5 mg/dl oto 1 mg/dl R
TTEPICTOTEPO).

atré 0,05 micromolar.

AcBeveic TTou TTrapoucdidlouv Tpwiun KabuoTépnon oTnv Taxeia (evwpig) ammofoAr Tng
peBOTPEEATNG cival TBavov va avaTrTUEouV un avaoTPEWIKN VEQPIKA AVETTAPKEIQ.

2T0oUG aoBeveic autoug, eKTOG ammd Tnv KATAAANAN Oepatreia pe Aeukofopivn, atraiTeital
ouveXnS evuddaTwaon Kal aAkaAotroinon Twv oUpwyv, KaBWg Kal OTev TTapakoAoudnon Tou
I00Cuyiou uypwv Kai NAEKTPOAUTWY, PEXPI Ta eTTiTTEdA EBOTPEEATNG GTOV 0PO VA TTEGOUV KATW
ato 0,05 micromolar, kai va TTapéABEI N VEQPIKI AVETTAPKEIQ.

Mepikoi aoBeveic euygavidouv Olatapaxég otnv ammoBoA TG MEBOTPEEATNS N TN VEPPIKNA
Aeitoupyia peTd amd xopAynon HeBOTPEeEATNG, o1 oTroieg cival onuavtikéG aAAd AiyoTepo
ooBapég atrd ekeiveg TTOU TTEPIYPAPNKAY aToV MO TTavw Trivaka. O1 dIaTapaxEég auTéG UTTopEi
va oxetiCovtal 1 Ox1 ge onuavtik KAIVIKA Togikétnta. Edv TrapartnpenBei cofapr KAIVIKA
TOEIKOTNTA, N diIdowaon Pe Acukofopivn TTPETTEN va TTapaTabei yia 24 wpeg eMITTAEOV (CUVOAIKA
14 d60¢Ig o€ 84 WPEG).

Mavrote mpémmel va Aaupdveral uttéwn n mOavotnTa 0 acBevig va AauBdaver AAAa eapuaka
TToU AAANAETIOPOUV Pe TN peBoTpegaTn (TT.X. @Apuaka TTou eTTePPBaivouv oTnv KABapan Tng
MEBOTPEEATNG 1 CUVDEOVTAI UE TIG ASUKWUATIVEG TOU 0poU) OTAV TTAPATNPEOUVTAI EPYACTNPIAKES
dlaTtapax£g r KAIVIKR TogIKOTNTA.
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- Wwpiaon kai peupatocidnig apOpitida:

O aoBeviAg TTPETTEI VA EVNUEPWVETAI TTAPWG YIA TOUG KIVOUVOUG TTOU UTTAPXOUV Kal Ba TTPETTE
va Ppioketal KATw ammd ouvex TTapakoAouBnon amd 1o yiatpd Tou. H ekTipnon Tng
AINATOAOYIKAG, NTTOTIKAG, VEQPPIKAG, KAl TIVEUUOVIKNG AsIToupyiag TTpETel va yivetal amd To
IOTOPIKO, TN QUOIKA €EETAON, KAI TIG EPYACTNPIOKEG EEETATEIG TTPIV ATTO TNV €vapEn, TTEPIOBIKA
Katd 1n didpkeia Kal TPV ammd TNV emavévapén tng Oepatreiag pe pebotpegdtn (BAETTE
Mpo@uAdéeig). Oa tpétel va AauBdvovtal Ta KAataAANAa PETPA €T01 WOTE va ATTOPEUXOED N
gykupoouvn kard tn didpkeia TG Bepatreiag pe peBoTpedtn (BAETTe Mpo@uAdgeig Kai
AvTevdeiteig).

‘OAa 1a 6000A0YIKA OXAKOTA TTPETTEI CUVEXWG VO TTPoCapuolovTal 0 KABe aoBevr {EXxwpPIoTd.
Mia apyikr) dokigaoTiky d6an TTPETTEl va xopnyeital TTpiv 000ei T0 Kavovikoé oxrnua BepaTtreiag
yla va atmmokoAu@Bei Tuxov utrepeuaiobnaia wg TTPOG TIG avemluunTeg evépyeleg (BAETTe
AvemBounTeg Evépyeieg). H péyiotn puehokataoToAl ouvnBwg emépyetal yéoa o€ 7 €éwg 10

NUEPES.

To @dapuako autd Ba Trpétel va Aaufdvetal pia @opd Tnv fdoudda
O ouvtayoypaewy 1aTpdG ITTOPEI va KaBopioel TNV nuépa TNG AWng oTn cuvTayn.

- Ywpiaon: Suviotwueva Evapkripia AocoAoyikd Sxnuara

1. EPSopadiaio docoAoyikd OxAUa yia XopAynon €ite amé 1o oTéua, &iTe €vOOUUIKA N
evOo@AEBIa: 10-25 mg avd eBdopdada péExpl va eTTITEUXOET ETTAPKNG AVTOTTOKPIOT).

2. ZxAua dlaipguévwv dOCEWV aTTé To OTOUa: 2,5 mg kaBe 12 wpeg yia 3 O6CEIG TTOU
emavaiauBavovtal egdopadiaia.

O1 doooloyieg o kGBe oxnua ecivalr duvatdév oTadiokd va TTpocapuolovTal €101 WOTE va
EMTEUXOE N KAAUTEPN KATA TO duvaTOV KAIVIKI) avTatrokpion. Kavovikd dev Ba TTpéTTel va yivel
utréppacn Twv 30 mg ava fdouadda.

E@ooov éxel emiTeuxBei n KaAUTePN KATA TO dUVATOV KAIVIKF avTaTTOKPIOH, TO KABE BOGOAOYIKO
oxAMa =TpéTrel va pubpicetal atn Alydétepn Ouvarh TTO0OTNTA TOU (QOPUAKOU Kal oTn
MeyaAUTEPN duvarr| TTEPIOdO avATTOUCNG.

H xprion Tng peBoTPECATNG UTTOPET VO ETTITPEWEI TNV ETTIOTPOPA OTN CUMPBATIKA TOTTIKN
Beparreia, n xprion Tng oTroiag TTPETTEl va evBappuveTal.

- Peuuaroeidng apBpinida: Zuviatwueva AoocoAoyika Zxnuara Evapéng

1. Adoeig atmd 1o aTOa / TTAPEVTEPIKA TWV 7,5 €wg 15 mg pia @opd Tnv efdoudda.

2. Alaipgpéveg 060€Ig amd 1o OoTOMa Twv 2,5 mg avd 12 wpeg yia TpelG OOCEIG, TTOU
gmavaiauBavovral egdouadiaia.

O1 doooloyieg ag KGBe axnua TTPETTEN va TTpocapuolovTal oTadlakd ETAl WOTE va ETTITEUXOEI N
KaAUTEPN avTatrokpion, aAAd Kavovikd n guvoAikh Rdouadiaia dOan dev TTPETTEl va EETTEPVAEI
Ta 20 mg.

H Treplopiopévn eumeipia deixvel pia onuavtikg adénon oTtn ouxvotnta Kal Bapltnta Twv
ooBapwyv TOEIKWY avTIOPACEWY, IBIAITEPA TNG KATAGTOAAG TOU HUEAOU TWV OO0TWYV, O€ BOCEIG
peyaAuTepeg atrd 20 mg avd edoudda.

Eg@ooov €xel emiTeuxBei avtatrokpion, To KABE OxNUa TTPETTEl va EAATTWVETAI €AV QUTO Eival
duvaro, oTn xaunAdTepn atmoteAeauarikr d6aon.

H avramékpion oTtn Bepatreia ouvBwg apyilel péoa oe 3 €wg 6 fOoPAdEG Kal 0 aoBevrg
MTTOpPEI va auveyioel va BEATILWVETAI yIa akOun 12 eBOouAdeg i TTEPICOOTEPO.

H 18aviki didpkeia TnGg Bepatreiag dev eival yvwoTh. Ta TrepIopIoUEVA OTOIXEIQ TTOU €ival
Ol0BE0IPa atrd PHAKPOXPOVIEG PEAETEG Deixvouv OTI N apxIKn KAIVIKY BeAtiwon diatnpeital yia
TOUAGXIOTOV OUO Xpovia e TN ouvéxion Tng Oeparreiag. Otav n peboTpeEdTn OIAKOTIEI,
ouvnBwg n apBpimida emdeIvwvETal HECa O€ 3 £wg 6 ELOOUADEG.

-Neavikn peuuarogidns apbpirida e noAuap@p/Kg' P00 B0oAN
H ouvioTwpevn apxiki docoAoyia givalr 10 mg/m® xopnyouuevn pia opd Tnv pdoudda.
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>€ ONUOCIEUPEVEG KAIVIKEG HEAETEG TTAIDIATPIKWY OOBEVWV E VEQVIKI) PEUUOTOEIDN apBpiTida Je
TToAUaPBpIKA TTPOCROAN, N docoAoyia peBoTPEEATNG TTOU avapEéPOnKe KupaiveTal atréd 4 éwg 17
mg/mzlaﬁéopdécx N 0,1 éwg 1,1 mg/kg/eBdopdada. H didpkeia KupdavOnke amd 1 pAva éwg 7,3
XPOVIQ. 2TIG TTEPICOOTEPEG ATTO QUTEG TIG PEAETEG N PeBOTPECATN XOopNyndnke atmd To OTOUA.
QoT600, € OPICUEVEG TTEPITITWOEIG XOPNYNRONKE EVOOUUIKWG.

Xopnynon o€ nAIKIWUEVOUS

‘Exouv ava@epBei Bavatneopes ToEIKOTNTEG OXETICOPEVES e akoUala KaBnuepivr ddon avi yia
eBdopadiaia, 181aiTepa o€ NAIKIWPEVOUG acBeveig. O aoBeveig TTPETTEI va gival EVAUEPOI YIA TN
onpocia TNg CUPUOPYWONG OTIG AAWEIS pia popd Tnv eBdoUAda yIa TV PEUPATOEIBH apBpiTIda
Kal TN ywpiaon

AOYW PEIWPEVNG NTTATIKAG KAl VEQPIKAG AEITOUpYiag KaBWG Kal EAATTWHPEVWY ATTOBEPETWY
QUAAIKOU O€ auTr) TNV opada Tou TTANBUCOU, TTPETTEN Va XopnyouvTal OXETIKA XaunAég 660elg
Kal ol a0Beveic va TTapakoAouBouvTal oTeVd YIa TTPWIPA onueia ToIKOTNTAG.

Xopriynon o€ aoBeVeiS e VEQPIKN QVETTAPKEIA
Mpooappuoyr docoloyiag o€ acOeveig pe vePPIKA aveTTAPKEIX

KdBapon kpearivivng (ml/min) % T1NS KavoVvIKNS 60aN¢ 1Tou mPETTEl va xopnynoei
> 80
MAnpng 56on
80 75
60 63
50 56
<50 Na xpnoiuotroinBei evaANakTIKY BepaTtreia

XopARynon os maidia

H aoc@dAcia Kal n atroTEAECUATIKOTNTA TOU QAPUAKOU oTa TTaIdId €XEl TEKUNPIWOET uévo oTn
XNUEIOBEpaATTEId TOU KapPKivOU Kal OTn Veavikry peupatoeidr apbpitida pe TToAuapBpIkn
TTPOCRBOAN.

Anpooicupéveg KAIVIKEG PEAETEG afloAdynong Tng xpenong g ueBotpe€dtng oe TTaidid Kai
epriBoug (OnA. aobeveic nAikiag 2 €wg 16 €Twv) Pe veavikh peupaTtocldr apBpitida pe
TToAUaPBPIKA TTPOCROAN, TTapouciacav ac@AAgia TTapOUOIa HE EKEIVN TTOU TTaPATNPNBNKE o€
eVANIKEG pe peupaTtocldny apBpimda (BAétre Tmap. 4.2 Aocoloyia kal TpOTTOG Xopriynong, 4.9
Ytrepdooohoyia kai 5.3 MpokAIvIKa dedopéva yia Tnv acQAAEIq).

‘Exouv ep@aviotei Bavatn@oépeg TOEIKOTNTEG TTOUu OXEeTiCovTal pe AABo¢ utroAoyiopd Tng
evOOQAEBIag kal evdoppaxlaiag xopAynong. [Mpémer va divetal €1dIkA TTPoooxrn OTovV
utroAoyioué TnG 660ngG.

2oBapr) VEUPOTOELIKOTNTA, OUXVA €KONAOUMEVN HE TN MOPOA  YEVIKEUUEVWV A EOTIOKWV
ETMANTITIKWV KPIoEWV €xel ava@epBei pye ampooddkntn augavouevn ouyxvoTnTa avaueca o€
TadlaTpIkoUG aoBeveic pe ofeia Aepu@oPAacTIkr) Asuxaiyia TTOU eAduPavav  evOoQAEBIa
Bepatreia  pe  evdidueon &6on  pebotpegdatng (1 gm/mz) (BAémre  Tmap. 4.4 EIdIkéEG
TTPOEIBOTTOINCEIG KAl TIPOPUAGEEIG KaTd T Xprion, Neupikd) .

ZuumAnpwuara UAAIKOU 0§éwg

2TOUG aaBeveig TToU TTACXOUV aTTd peUNATOEIdN apBpiTida cuuTtrepIAapBavouévng TNG VEQVIKNG
peupaToEidous apbpiTidag pe TToAuapBpIkr TTPooBoAR | wwpiaon, TO QUAAIKO 1 TO QUAAIVIKO
ofUu Ouvavtal va PEIWOOUV TNV TOEIKOTNTA TNG MEBOTPEEATNG OTTWG CUUTITWHATA ATTd TO
YOOTPEVTEPIKO, OTOMATITIG, OAWTTEKIO KAl QUENPEVES TIMEG NTTATIKWY evCUPWY (BAETTE TTap.4.5
AMNAETIOPACEIS PE GAAQ QAPMAKEUTIKA TTPOIOVTA KOl GAAEG HOPQYEG aAAnAeTTidpaang,
Bitapiveg).
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Mpiv T AN KATTOI0U GUUTTANPWHATOG GUAAIKOU 0&EWG, OUVIOTATAI O EAEYXOG TWV ETTITTEOWV
NG Birapivng B12, 1diaitepa oToug eviAAikeg Avw Twv 50 €Twyv, dedopévou OTI N Xoprynon Tou
QUAAIKOU 0&€wg PTTOPET va TTIKAAUWEI T CUUTITWHATA TNG aveTtdpkelag Birapivng B12.

4.3 Avrevdeiteig

Kunon kar yahouyia (BAétre TTap. 4.6 Kunon kai yaAouyia).

AcBeveig pe yvwoTn uttepeuaiodnaia otn neBOTPEEATN | O€ OTTOINdNATTOTE ATTO Ta £KOOXA AUTOU
TOU QPapudkou dev TTPETTEI va AauBdvouv To APUaKO.

AcBeveic ye wwpiaon f pe peupatocidn apbpiTida Kal aAKOOAIOHS, vOGO TOU ATTATOG ATTo
AAKOOAIOHO A AAAEG XpOVIES TTABNOEIG TOU ATTATOG, eV TTPETTEI va AauBdavouv peBoTpetdTn.
AcBeveic pe ywpiaon n peupatoeidn apbpitida Tou £Xouv KAIVIKA ] €pyacTnpiokd aToIxXEia
OUVOPOUOU AVOCOQVETTAPKEIOG OEV TTPETTEI va AABAVOUV EBOTPEEATN.

AcBeveic pe wwpiaon A peupaTtocldr] apbpitida TTou €xouv TTPOUTTAPXOUCa OUCKPACia Tou
aigaTtog, OTTwG UTTOTTAACia TOU HUEAOU TWV 00TWYV, AgukoTTevia, OpouBokutTapoTrevia A
ooBapny avaigia, oev Tpémel va AauBdvouv  peBotpe€dtn (BAéme map. 4.4 Eidikég
TTPOEIBOTTOINCEIG Kal TTPOPUAGEEIS KaTd TN Xpron, Aiua).

4.4 E131kéG TTPOEIBOTTOINCEIG KAl TIPOQPUAASEIS KATA TN Xprion

lposidomroinoeig

H peBotpe€drn mpéTrel va XpnoidoTtroigital pévo atrd 1aTpoUg, O OTT0i0l £XOUV yvwon Kal
EUTTEIPIO GTN XPAON TWV QVTIMETABOAITWV.

‘Exouv ava@epBei Bavatn@opeg TOEIKOTNTEG OXETICOPEVES PIE AKOUOIO KaBnuepivi d6an avTi yia
eBdopadiaia, 1IBIaiTEpa o€ NAIKIwpévoug aoBeveig. O1 aoBeveig TTPETTEl va gival eVAPEPOI yia TN
onuacia TNg CUPPOPPWONG OTIG ANYEIG Jia @opd Tnv £BOoPAda yia TNV PEUUATOEIDN apBpiTIda
Kal TN ywpiaon.

O ouvtayoypdwv IaTPAG UTTopEi va kabopioel TNV nUEPa TNG ANYWNG aTn GuvTayn.

‘Exouv avagepBei Bavatn@oépeg ToLIKOTNTEG TTOU OXETICovTal Pe AGBoG utroAoyiopd Tng
evOOQAEBIaG Kal evdoppaxliaiag xopAynong. [Mpémer va divetal €10k TTPOCOXH OTOV
utroAoyioud Tng 86ongG.

E€airiag Tng mOavétnTag cofapwv TOSIKwv avTiIdPAcEwv (Ol OTTOiEG WTTOPEi va gival Kal
BavaTneopeg) N PEBOTPELATN TTPETTEI va XPNOIPoTIoIEiTal udvo o€ ETTIKIVOUVEG yia Tn Cwn
veOoTTAaoieG 1 0 aoBeveig pe wwpiaon r peupatoeldr apBpinida étav n véoog cival Bapid,
QvOEKTIKN), ETTIQEPEI avaTTNPia Kal OV £XEl AVTOTTOKPIOE ETTAPKWG O€ AAAQ €idn BepaTreiag.
‘Exouv avagepBei Bdavator katd Tn xprion TG peBoTpe€dtng oTn Bepatreia KakoNBwv
vOOonuaTwy, ywpiaong, Kal peupatogidols apbpiTidag.

O1 aoBeveig TTpéTTel va TTapakoAouBolvTal guxvd yia TUXOV TOEIKOTNTA GTO PUEAD TwV OCTWY,
TO ATTAP, TOUG TTVEUPOVEG KAl TOUG VEQPOUG.

E€aitiag Tng mBavoTnTag 0oBapwv TOEIKWY avTIOPATEwWY, 0 A0BEVAG TTPETTEI VA EVNHEPWVETAI
atrd 10 yIaTPo yia Toug TBavoUg KIvOUVOUG Kal TTPETTEI va BPICKETAI KATW OTTO OUVEXT 1ATPIKA
TTapakoAoubnan.

H xopriynon uwnAwv 00ccwv pEBOTPEEATNG TTOU OUVIOTATOI OTO OCTEOCAPKWHO OTTQITET
evTaTIKn @povTida (BAETre AogoAoyia kar Xopriynon). H xoprynon uwnAwyv 00CEwv yIa AAAEG
VEOTTAAOMOTIKEG VOOOUG PPIioKETAI O €PEUVNTIKO OTAdIO Kal Oev £xel aTTodeIxOei KavEva
BePATTEUTIKO TTAEOVEKTNA.

‘Exel avapepBei 0TI n peBoTpefaTn TTpOoKaAEi BAvaTo Tou guBpuUou f/Kal CUYYEVEIG avWHAAIEG.
‘Etol Aormmév, dev OuvioTATal yia T Beparreia VEOTTAAOUOTIKWY VOOWV O€ YUVQIKEG TTOU
BpiokovTal O€ avammapaywylikn nAIKia €kTOG €4v UTTAPYXOUV Oa®R I0TPIKA OToIXEia OTI Ta
TTPoadoKWHEVA 0PEAN avTioTaBuifouv Toug MBavoug Kivduvoug. 'Eykueg aoBeveig e ywpiaon
N peupaToeldn apBpimida dev TTpéETmel va Aapavouv peBotpegdrn (BAETTE TTap.4.3 AvTevDEiEelqg).

Omwg Kar GAAa KUTTOPOTOSIKA QAPUAKa, N HeBOTPECATN PTTOPEI va TTPOKAAECEI «TUVOPOUO
AOogwg Oykou» oe aoBeveig e TaxEwg auéavopevoug oykoug. KatdAAnAa uttooTnpIKTIKG Kal
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(POPUAKOAOYIKA PETPO UTTOPET va TTPOAGROUV i} va eAa@pUvouv auTh Tnv MITTAOKN (BAETTE TTOP.
4.8 AvemBUpnNTEG EVEPYEIEG).

‘Exouv avagepBei ooBapég, o OpPIoUEVEG TTEPITITWOEIG BavaTnPopeg, OEPUATIKEG avTIOPATEIG
OTTWwG ouvdpouo Stevens-Johnson, TOEIkN €MOEPUIKN veEKpOAuan (cuvdpopo Lyell), petd amod
e@amag | TToANaTTAEG BO0E€Ig HEBOTPEEATNG (BAETTE TTaP. 4.8 AVETTIOUUNTEG EVEPYEIEG).

Emi Oepatreiag pe ueboTtpe€dtn utmopei va ocupBolv duvnTikd BavaTn@oOpeg €UKAIPIAKEG
Aoipwéelg, TeplAayBavouévng Tng TIveupoviag ammd Pneumocystis carinii (BAéTTe TTap.4.8
AVETTIBUUNTEG EVEPYEIEG).

H amofoAf Tng peBotpeEdtng eAattwveral oe aabeveig pe BAGRN TG vePpikng AsiToupyiag,
aokitn | ummeCwkoTiky ouAAdoyr). O1 aoBeveig autoi artraitolv IBIAITEPN TTPOCOXN OTNV
TTapakoAouBnaon Tng TOEIKOTNTAG Kal £X0UV avaykn eAatTwpévng doooAoyiag 1 o€ OpICUEVES
TTEPITITWOEIG DIAKOTI TG XOPAYNONG TNG HEBOTPEEATNG.

‘Exouv avagepBei ammpoadoknta Bapid (UEPIKEG POpES BavaTn@opa) TTEPICTATIKA KATAOGTOANG
TOU pughoU TWV OCTWYV, OTTAAOTIKAG QVOIMIOG KAl YOOTPEVTEPIKN TOEIKOTNTA O XOPrynon
peBoTPeCATNg (OUVNBWG Oe UWNAEG BOOEIG) padi Ye pn oTeEPOEId avTIPAEYUoOvWOn @Aapuaka
(BAETTe TTapP.4.4 EIDIKEG TTPOEIBOTTOINCEIG KAl TTPOPUAAGEEIG KOTA Tn Xpron, MNpo@uAdgeig, ap.
4.5 ANMnAemdpdoeig pe AAAG QAPUAKEUTIKG TTPOIOVTA Kal AAAEG HOPPEG GAANAETTIOpAONG).

H peBoTpe€dmn TTpokaAei NTTATOTOEIKOTNTA, iVWOn TOU ATTATOG Kal Kippwan aAAd KaTtd kavova
povo petd atrd Tapatetapévn xpnon. Mapatnpeital ouxva ofeia alténon NIaTIKWy evUPWV.
Ta @aivoyeva autd eival ouvABwg TTapodIKA KOl GCUPTITWUOTIKA Kol Ogv €ival EVOEIKTIKG
UTTOKEIPNEVNG NTTATIKAG VOOoOouU.

H Bloyia Tou ATTATOG PETA ATTO TTOPATETAPEVN XPAON TOU QAPUAKOU, OUXVA OEiXVEl ICTOAOYIKEG
aAAOIWTEIG, Kal €xouv ava@epBei ivwon kal Kippwaorn. AuTég ol TeAeuTaieg BAARES ouvnBwg dev
gM@aviCouv amd  TIPIV  CUPTITWHOTO A adénon Twv NImamkwy  evoUuwy  Kal  GAAwvV
EPYOOTNPIOKWY TTAPAPETPWY TNG NTTATIKAG BioAoyiag o€ acBeveig TTOU TTACYKOUV aTTo Ywpiaan.
MNa 10 Adyo autd ouxva ouvioTaTal TTEPIODIKA OIEVEPYEIQ BIOYWIWV ATTOTOG OTOUG aoBeveig U
ywpiaon Tou Aapfdvouv pakpoxpovia Bepatreia. Emmipoveg uwnAég TIMEG Twv NTTOTIKWV
evQUpwv Kal GAAWV  €PYaCTNPIOKWY TTAPAPETPWY TNG NTTATIKAG PBloAoyiag ptropei  va
TponynBoulv Tng ivwong f TG Kippwaong oToug acBeveig pe peupaToeldr apBpitida (BAETTe
Tap. 4.8 AvetmBUuNTEG EVEPYEIEG).

H peBoTpeCdrn €xel TTPOKAAEDEl ETTAVEVEPYOTTOINGN TNG Aoiywéng atrd 16 nmaTimdag B 4 Tnv
emdeivwon Twv Aolpwewv ammd 16 nmratindag C, KAaTaAnyoviag o€ PEPIKEG TTEPITITWOEIS OTO
BavaTo. MepIKEG TTEPITITWOEIG ETTAVEVEPYOTTOINONG NTTATITIOAG B £€xouv oupBei petd Tn S10KOTTA
NG Xopnynong HebBoTpetaTng. Oa TTpéTrel va dievepynOei KAIVIKA Kal €pyacTnpIakh agloAdynon
TTpoKeIuévou va agloloynBei TTpolmadpxouca nmaTomadela oe aoBeveig Pe TTPONYOUHEVES
Aoipwéelig atmd 16 nmatindag B kai C. Baoel autwv Twv aflodoynocswv, n Bepatreia pe
pEBOTPEEATN PTTOPEI Va un gival KaTGAANAN o€ pepIkoUg aoBeveig.

H voéoog Twv Tveupdvwy TToU o@eileTal oTn peBoTpedtn TepiAaufavouévng Tng oégiag n
Xpoviag dIAPEONG TIVEUPOVITIDAG KAl TNG UTTECWKOTIKNAG GUAAOYAG gival pia duvnTikd eTTiKivouvn
BAGBN, n otroia pTTOPEi va eP@avIaTEl O OTTOIAdNTTOTE OTIYUA KATA Tn OIdpKeEla TNG Bepatreiag
Kal n otroia €xel ava@epBei o€ xapnAég d60eig TO00 XaUnAég 600 auTég Twv 7,5 mg avd
gBOopada. Agv gival TTAVTOTE EVIEAWG avaCTPEWIUN KAl €XOUV avagepBei Bavarol.

Ta cupTTwpaTta amd Toug TTveUpoveg (E10IKA Evag ENpAg, UN-TTapaywyikog BAXAg) YTTopEi va
armaitioouv  OIaKOTI TnNG BOepatreiog Kkar TTPOOEKTIKA €peuva  (BAéme TTap.4.4 EIdIkEG
TTPOEIDOTTOINCEIG KAl TTPOPUAAEEIG KaTa T xpron, MNpo@uAdgeic kai Top.4.8 AvemOUuunTeg
EVEPYEIEG).

H didppoia kal n eAkwdNg oToaTITIOO aTTAITOUV BIGKOTIA TNG BEPaTTEiag, dIAPOPETIKA, UTTOPE]
va €UPavIoTOUV QIJOPPAYIKN EVTEPITIOO Kal BAvaTog aTTd dIATPNoN Tou eviépou. H peBotpefdTn
TIPETTEI VA XPNOIUOTIOIEITAl JE €CQAIPETIKI) TTPOCOXN TTAPOUCIia TTETITIKOU €AKOUG 1 €AKWAOUG
KOAITI®aG.
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Kakonbeg Aépguwpa, To OTT0i0 PTTOPE] va UTTOOTPEWE! YE TN OIOKOTTA TNG JeBOTPeEATNG, UTTOPEi
va ekdnAwbei oe aoBeveig Tou AauBdavouv xaunAl docoAoyia peEBOTPEEATNG KAl OCUVETTWG VO
MNV xpeladovTal KUTTapoToIKA BeparTreia.

Mpétrel va dlakOTITETAN N PEBOTPEEATN KAl v TO AEUQWUa OEV UTTOOTPEWEI TTPETTEI VO XopnynOei
N KatdAANAn Beparreia.

H yxopriynon peBotpe€dtng katd Tn OIGpKEIO aKTIVOBEpaTTEiag PUTTopEi va aughoel Tov Kivouvo
EMPAVIONG VEKPWOEWGS TWV HOAAKWVY I0TWV KAl OCTEOVEKPUWOEWG.

H peBotpefarn eCépxetal Bpadéwg amod SlauepioPaTa TOU TPITOU XWPOU (TT.X. TTAEUPITIKEG
OUAAOYEG, aOKiTNG). AUTO €XEl WG ATTOTEAETUA TNV TTOPATACN TOU TEAIKOU XpOvou NUICWNAG Kal
ammpOBAETITN TOEIKOTNTA. X& AOBEVEIG PE ONUAVTIK CUCCWPEEUON UYPWV OE€ TPITO XWPO,
OUVIOTATAI VO aTTOJAKPUVETAI TO UYpPO TTPIV T BepaTtreia Kal va TTapakoAouBouvTal Ta TTiTredA
peBoTpetdtng oTo TAGopa (BAETe 5.3 TMpokAivikd Oedopéva yia Tnv ac@dAeia, Tap. 6.2
AoupBatoTnTeg).

H Oepatreia pe peBoTpe€dtn oe acBeveic pe peiwpévn VEQPIKA AsiToupyia TTPETTEl va
eQapuoleTal Y ECAIPETIKN TTPOCOXN Kal PE Pelwpévn doooAoyia, yiaTi Adyw e€acBévnong Tng
VEQPIKAG AciToupyiag Ba eAatTwOei n atroBoAn TG peBoTpetdaTng.

O1 TrepIocOTEPEG AVETTIBUUNTEG EVEPYEIEG Eival avaoTPEWIPES GV dIOTTIOTWOOUV £yKaipa.

Ortav emoupBoulv TpéTTel va PelwBei n d6on A va dIaKOTTEl N xopriynon g peBoTpedTng Kal
va An@bolv Ta KOTAAANAG PETPO QvTIMETWTTIONG Toug. Edv kpiBei avaykaio ptmopei va
xopnynBei Aeukofopivn kKal va e@appooBei emmeiyouca TTEPIODIKN QIPOdIUAION pE OIaAUTEG
uynAig pong.

ToéikoTnTa TWV OPYAVIKWYV CUOTNUATWY

[aorpeviepikd: Av uttdpéel €uetog, OIdppola, i OTOUATITION, TTOU UTTOPEI VO TTPOKOAECOUV
aguddaTwan, TPETTEl va OIOKOTIEI N XopRynon Tng MeBOTPeCATNG HEXP!I TNV €TTAvodo OTO
@ualoAoyIkO. H peBoTpeEdTn TTPETTEl VO XPNOIYOTTOIEITAI JE TTOAU TTPOCOXI TTAPOUCia TTETTTIKOU
€AKOUG Kal EAKWBOUG KOAITIDAG.

Aiua: H peBotpeCdtn pmmopei va KOTOOTEIAEl TNV QIYOTTOINGN KOl va TTIPOKAAECEN avaiyia,
ATTAQCTIKI avaldia, TTaVKUTTOPOTTEVIQ, AEUKOTTEVIQ, OUDETEPOTTEVIA Kal/fj BpOoUBOKUTTOTTEVIL.

>e aoBeveig pe kakonBela kar TpouTrdpyxouca BAGRN Tou aQiPOTTOINTIKOU CUGTAMPATOG, TO
PAPUOKO TTPETTEI VO XOPNYEITAI JE TTPOCOXNA £Gv atToQacioBei n xopriynon Tou (BAéte Tap.4.8
AVETTIBUUNTEG EVEPYEIEG).

e eleyxoueveg KAIVIKEG HEAETEG oTn peupaToeldr apbpimda (N=128), €xel mapaTtnpndei
Aeukotrevia  (Aeukd  aigoo@aipia <3.000/mm3) oe OUo aobeveig, BpopPokuTToTTEVia
(aupoTreTéAia <100.000/mm?®) o€ 6 aoBeveic, Kal TTAVKUTTAPOTIEVIO OF 2 aoBEVEiC.

21N wwpiaon kal peupatocldn apbpitida, n peBoTpedTn TTPETTEl va OIOKOTTIEI auéowS €AV
UTTAPXEl ONPaVTIKA  aAAoiwon OTnV  QIJATOAOYIKN  €IKOVA.  ZTNV  AVTIMETWTIION  TWwV
VEOTTAAOUOTIKWY VOOWYV, N HEBOTPECATN TTPETTEl va ouveyieTal yovo av 1o mlavo 6@peAog
avTIoTaBpicel Tov KivOuvo TNG Bapidg JueAoKaTaoTOAAG. ACBEevEig Je Bapid KOKKIOKUTTOPOTTEVIO
KOl TTUPETO TIPETTEl va afloAoyoUvtal auéowg Kal ol agBeveig autoi ouvABwg aTTairouv
TTapEVTEPIKN avTIBIOTIKN Bepatreia eupEOG PATUATOG.

Hmap: H pebotpe€darn civar duvatdv va mrpokaAécel oeia nmaTimda kal xpoévia (ivwaon Kai
Kippwaon) nmatotofikotnTa. H Xpdvia T1ogIkdTNTA pTTOopEl va  eival Bavarngodpa. ‘Exel
TTapaTnEnOei yevik& YETAG atrd TTapaTteTapévn xprion (Katd kavova 2 xpovia i TTEPICoOTEPO) KAl
META atmd pia oAIkr) aBpoioTikh d6on TouAdyioTov 1,5 g. & peAéTeg TTOU €xouv OleaxBei o€
Yywplaoikolg aoBeveig, N NMATOTOEIKOTNTA  EUPAVIOTAV WG  OTTOTEAECOUO  TNG  OAIKAG
abpoIoTIKAG dOONG, Kal ETMOEIVIOVOVTAY ATTO TOV OAKOOAIGUO, TNV TTAXUCAPKIa, TO diaATn Kai
TNV Tpoxwpnuévn nAikia. Aev  éxel kaBopioTei n  akpIBAg cuxvoeTnTa  TTPOKANCNG
NTaToTogIKOTNTAG (BAETTE TTOP.4.8 AVETTIOUUNTEG EVEPYEIEG).

MapodikéG avwpalieg Twv NTTATIKWY TTAPANETPWY TTapaTnEoUvTal Guxva PETA Tn Xoprynon
pEBOTPEEATNG KAl cuvABWwG dev atTaIToUv TPOTTOTTOINCN TNG BepaTreiag pe YeBOTPEEATN.
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Emipoveg diatapax£ég TNG NTTATIKAG AsiToupyiag Kal/j EAGTTwon Twv AEUKWUATWY Tou opou
MTTOpEi va gival OeiKTEG GORAPAG NTTOTOTOEIKOTNTAG.

To TT0000TO TTPOOdOU KAl AvACTPEWINOTNTAG TwV BAaBWVY Oev gival yvwaoTd. ZuvioTdral
1I01aiTEPN TTPOCOXN O€ TTPoUTTApYXouaa BAGRN Tou ATTATOG 1 EAGTTWON TNG NTTOTIKAG
AeiToupyiag.

1N ywpioaon TPETTEl va DIEEAyovVTal NTTATIKEG €CETACEIG TTEPIAAUBAVOUEVWVY TWV AEUKWHATWY
TOU opoU Kail Tou Xpovou TTpoBpoufivng TTEPIODIKA aPKETEG POPEG KAl TTPIV aTTO Tn XOPnynon,
aAAG TTpéTTEl emmiong va AapBaveral ummown n mOavotnTa ol €€eTAOEIS QUTEG va  gival
QUOIOAOYIKEG TTPIV TNV avdaTTTugn ivwaong i Kippwong. O1 TpoavagepBeioeg BAGREG PTTOpEi va
TEKUNPIWOOUV uévo pe Bloyia.

H ouvnBng ouoTaon gival n Awn NTTaTikng Bloyiag :

1) TpIv a1oé Tn BepaTreia f Aiyo peTa TNV évapén TG (2-4 pAVEG)

2) peTd ammo oAk aBpoioTikh doon 1,5 g Kai

3) petd amo kabe avgnon déong kata 1-1,5 g.

H pétpia ivwon A n Kippwon otroloudnimrote Babuod odnyei otn dlakoT Tou @apudkou. H
ehaepd ivwon atraitei emavaAnyn Tng Plowiag oe 6 pfveg. HmMoOTEPaA IGTOAOYIKA €uprjuaTta
6TTwG N AImrwdng dINbnon kai N xaunAoU BaBuol @Asypovh Twv TTUAGiwv diacTnUaTwy givai
OXETIKA ouxva gupruaTa Tpiv ammd Tn Bepartreia. MNMapoAo Tou auTég ol NTTIEG AAAOILOEIG dEV
atroteAoUv auvhBwg Adyo yia atmo@uyn A d1IakoTr TnNG Bepatreiag ye peBoTpeCdTn, T0 PAPUAKO
TIPETTEI VO XPNOIKOTTOIEITAI E TTPOCOXH).

>1n peuparosidn apbpimida, n nAikia Katd TNV TPWTN XPAoON TG MEBOTPEEATNG Kal N didpKela
NG Beparreiag €xouv avagepBbei wg TTapdyovreg KIvoUvou yia nrrarotofikétnTa. Kal GAAol
TTapdyovteg kivoUvou, TTapopolol Je auToUg TTou TTapatnenenkav oTn ywpiaon, UTTopEi va
UTTAPXOUV OTn peupaToEIdr) apBbpiTida aAAd auTd dev €xel emReRaiwbei Ewg oruepa.

Emuévouoeg TTaBoAOYIKEG UETPNOEIS TNG NTTOTIKAG AEITOUPYiag PTTopei va TTponynbouv Tng
EM@AvioNg ivwang | Kippwong o€ autoug Toug acBeveig. YTTApxel epTTelpia ye 217 aoBeveig pe
peupaToEIdn apBpiTida pe Biowieg ATTATOG TTPIV Kal KaTd Tn O1dpkela Tng Bepartreiag (UETA ammod
aBpoioTikA 860N TouAdyiaTov 1,5 g) kai pe 714 aoBeveig pe Broyia pévo kata Tn didpKeIa TNG
Beparreiag.

YmApéav 64 (7%) mepimTwoelg ivwong, kar 1 (0,1%) mepimmwon kippwong. ATo Tig 64
TEPITTTWOEIG ivwong, 60 xapakTtnpioTnkav Ameg. H xpwaon reticulin givar mo guaicbntn ota
apxIk@ oTadia ivwaong Kal n Xpron TG JTropei va augnoel Ta avwTépw atroTeAéopaTa. Aev gival
YVWOTO €AV TTIO TTAPATETAPEVN XOPAYNON HEYAAWVEI auToUG TOUG KIVOUVOUG.

MeTpRoeig TNG NTTATIKAG ASIToupyiag TTPETTEl va yivovTal TIpIv Tnv €vapén Tng Beparreiag kai ava
dlaoTAuaTa 4-8 efdoudadwv oToug acBeveic TTou AauBdavouv peBOTPECATN yia PEUNATOEION
apBpimida. Bioyia Atratog mpo Tng Bepatreiag TPETTEl va diEvePYEITAl OTOUG AOBEVEIG PIE PEYAAN
KOTavAAwaon OAKOOA, pE eTTIUEVOUOCEG TTABOAOYIKEG TIMEG TNG NTTATIKAG AEIToupyiag TpIv TV
évapén Tng BepaTreiag f KaT@ TNV TTEPITTTWON TNG XPOviag Aoipwéng ammd nmratitida B i C. Katd
T didpkela Tng BepaTreiag, Pioyia ATTaTog TTPETTEl va dievepyeiTal eAv UTTAPYXOUV ETTINEVOUTEG
TTaBOAOYIKEG TINEG TNG NTTATIKAG AEITOUPYIag 1 TITWON TwV AEUKWHATWY TOu 0poU KATW Twv
QUOIOAOYIKWYV opiwv (edv dev eival €mBuuntd va Olakotrei n peBoTtpegdrn, emeidn n
PEUPATOEIONG apOpPITIda eAEYXETAI KAAG).

Edv Ta ammoteAéopaTa Tng Browiag Tou ATTaTOg O€ifouv NmeG aAroiwaelg (ZT1adio Roenigk. |, 11,
llla), N peBoTPELATN PTTOPEI VO OouveXIOTEN Kal 0 aoBevAg va BpiokeTal UTTO TTapakoAouBnaon
oUuPWVA PE T TTOPATTAVW.

H peBotpedarn mpéTrel va diakoTrel 6Tav 0 aoBevAg ep@aviCel TTABOAOYIKEG TIEG TNG NTTOTIKAG
AgiToupyiag TTou empévouv Kal apveitalr Tn Bioyia Atratog, f étav n Ployia ATTatog OgiyVvel
METPIEG £Ewg coBapég alolwoelg (ZT1adio Roenigk 1llb A V).

Noiuwén 1 avoooAoyikéC karaogrdoeic: H peBotpe€dtn TTpémel va  XpnoIYOTIOIEiTal e
uTTEPPBOAIKN TTPOCOXN TTapouadia evepyou Aoidwéng, Kal ouvABwg avTevoeikvuTal o€ aoBeveig
ME CUMTITWUOTA I €PYAOCTNPIOKES eVOEICEIG ouvOpOUoU avoooaveTmapkeiag (BAéTre TTap.4.3
AvTevOEiEEIg).
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AvoooTroinon

O1 eppoAliacpuoi utropei va gival Aiydtepo atroteAeapaTikoi 0Tav xopnynbouv katd tn didpkeia
NG Oeparreiag pe peBotpefdtn. Mevikd, dev ouvioTdtal n avoooTtroinon pe eufoOAia atrd
CwvTtavoug 100¢6. 'Exouv uttdpéel avapopég TTpOKANang didxutng Aoipwéng ato eufoAio petd
ammd ePPoAiacud yia euhoyid acBevwv Tou Adupavav Bepatreia peboTpegdrng. Zmmavia €xel
ava@epBei uTToyaupac@alpIvaiyia.

Noipwén

Eival miBavo va epeavicBei Trveupovia (n oTroia o€ KATTOIEG TTEPITITWOEIG UTTOPE] va 0dNnyroEl
O€ AVATIVEUOTIKA QVETTAPKEIQ).

Eukaipiakég Aoipwéelg Tmmou uttopei va amofolv  Bavatngopeg, TrepIAapBavopévng Tng
Tveupoviag amd Pneumocystis carinii, PTTOpei va TTapouciacTolv Katd Tn Beparreia pe
peBoTpedrn. Otav o aoBevAg TTAPOUCIAfEl CUUTITWHPATA ATTO TO AVATIVEUOTIKO TTPETTElI va
dlgpeuvarail n mBavéTnTa Aoipwéng atrd Pneumocystis carinii.

Neupikd: 'Exouv uttdpgel ava@opég AEUKOEYKEPAAOTTABEIOG PETA aTTd evOOQAERIa XOprynon
peBoTpeCdTng o€¢ aoBeveic TTOU eixav OexTeEl Kpavio-vwTigia akTivoBepaTtreia. Zofapn
VEUPOTOEIKOTNTA N OTToia OUXVA €KONAWVETAI UE YEVIKEUUEVEG N EOTIOKEG KPIOEIG, EXEI
avagepBei pe aTpoodoknTa aufnuévn ouxvoTnNTa OTOUG TTaIBIATPIKOUG aobBeveig pe ofeia
AeP@OBAOCTIKA Acuxaiyia oToug oTroioug xopnyrnonke evOoQAEBIa peBoTPeEATn O€ €vOIAUEDN
o60on (1g/m2). >¢ o000Ogveig pE  QUTA  TO  OCUUTITWHATO  TTOPATNPENRONKE  OUXVA
Aeukoeyke@aloTTaBela Kal/f} PIKpoayyeloTraBela pe aoBEoTwaon o€ HEAETEG OlAYVWOTIKAG
ateikéviong.

Emiong xpovia Acukoeyke@ahomrdBeia  €xel  avapepBei oe  aoBeveic Tou  €Aafav
eTmavaAapBavopeveg xopnynoeig ueboTtpegdtng oe uywnAn doéon, pe didowaon Agukofopivng
akOpa  Kal - Xwpeig  Kpaviaokn — akTivoBepatreia.  .Emiong  umdpxouv  ava@opég  yia
Aeukoeyke@ahotraBela o aoBeveig TTou EAaBav peBoTpeEdTn atmd Tou GTOPATOG

H diakoT TNG peBoTpetdTng dev odnyei TavTa o€ AN iaon (BAEe TTap.4.2 AocoAoyia kai
TPOTTOG Xoprynong, Xoprynon o€ maidid kai TTap.4.8 AvetriBUUNTEG EVEPYEIEG).

Mapodikd ofUu veupoAoylikd oUvOpouo £xel TTapaTnEndei ot aoBeveic TTOU eAduBavav
BepatreuTIkKa oxruaTa ge uwnAr docoAoyia. O1 ekONAWOCEIG AUTAG TNG EYKEQAAOTTABEIOG UTTOPET
va TrepIAapBdavouv  dlatapaxEG CUMTTEPIPOPAG, €0TIAKA aioBnTikG Kal KIVATIKG onueia,
mepIAapBavopévng Tpookaipng TUPAWONG, Kal TTaBoAoyikd aviavakAaoTIKG. H akpifng aitia
O¢gv gival yvwaoTn.

Metd ommd evdoppayiaia xopriynon MeBoTPedTNG, N TOEIKOTNTG TOU KEVTPIKOU VEUPIKOU
OUOTAPOTOG TTOU UTTOPEI va TTPOKANBEi Tagivopeital wg €EAG: ofgia XNUIKN apayvoeidiTida TTou
TTOPOUCIACETAl PE CUUTITWHATA OTTWG KEPAAAAYiQ, OOQUOAYIQ, QAUYEVIKI dUOKaPWia, Kal
TTUPETOG. YTTogeia pueAoTTGBEI0 TTOU XOPAKTNPICETAl OTTO TTAPATTAPECT/TTAPATTANYia TTOoU
OXETICETAI E CUPMETOXN MiAG ) TTEPICOOTEPWYV VEUPIKWV PICWV TNG GTTOVOUAIKNG GTHANG.
Emiong ptmopei va utrdpger xpovia Aeukoeyke@aloTraBela n oTroia va ekdnAwveTal ye ouyxuon,
euepeBIOTOTNTA, UTTVNAiQ, aTtagia, dvolia, oTTacpoUg Kal KWHA.

AUTA n TOEIKOTNTA TOU KEVTPIKOU VEUPIKOU OUOThMaTOoG pTTopei va egeAixBei kalr va arrofei
Bavatneopa. YTApxouv oToixeia TTou Octixvouv OTI N OouvOUAOoUEVn XPNAON KPAVIOKAG
akTIVOBOAiag  Kkal  peBOTPECATNG  XOPNYyouuévng  evOOpPPOXIaiwg auEdvel TNV  €UOAVION
Aeukoeyke@ahotraBelag. Metd Tnv  evdoppayxiaia xopnynon HeBOTpeEdTng TIPETTEl VO
TTapakoAouBoUvtal o1 aoBeveig yia onueia veupoTogIKOTNTAG (EPEBICUOG Twv  Unviyywy,
TTapOodIKN A HOVIUN TTAPEDT), EYKEQAAOTTABEIQ).

H evdoppayxiaia kai N evOOQAEBIa xopAynon TNG YEBOTPEEATNG eVOEXETAI £TTIONG VO 0dNyrHooUV
o€ o&eia eyke@aAimida kal ofgia eykeparoTradela pe Bavatneopo KataAngn.

‘Exouv ava@epbBei TrepimTwoelg acBevdv pe Aéugwpua Tou KNZ o1 otroiol pe v evdoppayiaia
xopnynon peBoTPeEATNG aVETTTUEQV EYKEPAAIKO EYKOAEQTO.

‘Exouv ava@epBei TEPITITWOEIG 0OBAPWY VEUPOAOYIKWY QVETTIBUUNTWY EVEPYEIWV Ol OTTOIEG
KUhavlnkav atmd  Ke@oAaAyia €wg TTapAAUCH, KWHO Kol €TTEICO0IQ TTOU  POIACOuUV e
EYKEPAAIKO, Kupiwg ot epriBoug Kal evAAikeg TTou éAafav peBoTpeEdtn o€ ouvduaoud Je
KuTapapivn.
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AvamveuoTikd: ZUPTITWHOTO OTTO TOUG TIVEUMPOVEG, TI.X. &nPOG Hn TTOPOywyIKOG BAXAG,
TTUPETOG, PBrxag, Tovog oTo 0T Bog, duoTivoia, uTtoéaiyia, kal dIénon oTnv aKTIVOypaQia
Bwpakog, A yia un €0IKA TIVEUPOVITIOO TTOU UTTOPEI va TIPOKUWOUV KaTtd Tn JIAPKEIa TNG
Beparreiag pe peBOTPEEATN, UTTOPEI Va deixvouv Tnv UTTapgn piag duvnTika emmikivouvng BAGBNG
OoTTOTE aTaiTeiTal dIAKOTTH TNG Bepatreiag kal TTPoaekTiKA diepeuvnon. H BAGRN auTh ptropei va
eM@avioTel Je OAEG TIG doooAoyieg. Oa TTPETTEl va aTTOKAEIOTEN N Aoipwén (TTepiAaufavouévng
NG TTVEUPOVIAG).

Negpoi: H peBotpegdrn pmopei va mTpokaAécel veppik BAGBn tTou va odnyAocel oe oeia
VEQPIKA avetrdpkela. H ve@poTogIkdTnTa oPeiAeTal KUpPiwg OTnVv KaBi¢nan Tng neBoTPeEATNG Kal
™G 7-udpofupueboTpeCdTnNG OTa VEQPPIKG CwAnvdpia. ZuvioTdtal oTevr] TTapakoAouBnon Tng
VEQPIKAG AgIToupyiag, KaBWwGg Kal ETTAPKAG eVUdATWOT, AAKAAOTIOINGN Twv oUpwyv, NETPNON TNG
pEBOTPEEATNG OTOV OPO KOl €KTIMNON TNG VEPPIKAG Aeimoupyiag. O KivOUvog TNG VEPPIKNG
QVETTAPKEIAG UTTAPXEI KAl OTOUG aoBeveig TTou epgavifouv KabBuaTépnan OTnV TTPWIKN aTTOROAR
NG YEBOTPEEATNG. ZTOUG aoBeveic auToUg UTTOPEI EKTOG Twv GAAWVY va Bondroel n xoprnynon
AeukoBopivng kal av KpIBei avaykaio n emeiyouca TePIOdIKN aiyodiuAion pe dIaAUTEG uWnAARG
pong.

Aépua:

‘Exouv avaepbei ooBapég, Katd TrePITITWON Bavarn@opeg, OePUATOAOYIKEG QVTIOPATEIS,
oupTtrepIAauBavopévng TnG TOEIKAG €MIOEPUIKNAG VEKPOAUoNnG (ouvdpopo Lyell), auvdpopuo
Stevens-Johnson, kal TTOAUPOP@PO £pUBNUA, EVTOC NUEPWYV WETA Tn Xoprnynon HeBoTpegaTng
ammdé TO OTOMPA, €VOOUUIKWG, evOOPAERiwg, 1 evdoppaxiaiwg (BAETTe TTap.4.8 AvemOUunTeEg
EVEPYEIEG).

O1 ywplaoikég BAGBeg utopei va emdeivwBolv pe Tautdxpovn €KBeon Oe UTTEPILON
akTivoBoAia. H deppaTtimda amd akTivoBoAia kai ToO nAIakd  EykKaupa  PTTopEl  va
emaveu@avioBouyv Pe Tn xpron pebotpetdrng.

lMpouAdésic

H peBotpetdrn ytropei va mmpokaAéoel cofapr TogikdTNTA. Ta TOLIKA atToTEAéoUATA PTTOPED va
E€Xouv oxéon Pe T dGon i TN ouxvoTNTa Xoprnynong 6oov agopd oTn ouxvoeTnTA TOUG KAl T
BaputnTtd Toug, SuwWG éxouv TTapaTtnpEnBei oe 6Aeg TG dAoeEIG. Adyw Tou OTI PTTOPOUV va
oupBoulv otroiadATToTE OTIyu Katd Tn O1dpkela TnG Oeparreiag, €ival amapaitnto va
TTapakoAouBouvTtal oTevd ol aoBeveic TTOU  TTaipvouv  peBoTpetdtn. O1  TTEPIOOOTEPEG
QAVETTIOUUNTEG EVEPYEIEG Eival AVAOTPEWIPES aV dlayvwoTouv vwpic. Otav TETolEG avemBUUNTEG
eVEPYEIEG ePPavIaToUV, n dO0N ToUu QOPUAKOU TTPETTEI VA EAATTWOEI i va Pnv CUVEXIOTEN N
xopAynon kai va AneBouv ta KAaTdAANAa TTPOOTATEUTIKA PETPA.

Av gival avaykaio, autd TTpETTEl va TTEpIAAPBAvVouY Tn XprRon @UAAIVIKOU o&éog (BAETTe TTap.4.8
AvetmiBuunTeg evépyeleg). Ze TepiTITwon emavévapéng Tng Bepatreiag pe peBoTpeEdtn auth
TIPETTEI VA YIVETAI PE TTPOCOXK, ME ETTAPKN EKTIUNON TNG aAVAYKNG Yia TTEPAITEPW XPHON Tou
QAapPUAKOU Kal JE augnuévn eTayputrvnon ASyw NG mOavoeTnTAg ETTAVEUPAVIONG TOEIKOTNTAG.

H kAiviki @apuakoAoyia Tng ueBoTpe€dTng dev €xel PEAETNOET ETTAPKWG O€ O NAIKIWMPEVA
dropa. Adyw TnG EAATTWPEVNG NTTATIKAG KAl VEQPIKAG AEITOUPYIOG KOBWG Kal TwV EAATTWHEVWV
atmoBePdTWY QUAAIKOU 0E€0G OTNV opdda auTh, TTPETTEI VA XPNOIPOTTOIOUVTAl OXETIKA XAUNAEG
0060¢€Ig, KAl oI aoBevei¢ auToi TTPETTEI va TTAPAKoAoUBoUvVTal OTEVA YIa TTPWIPA CUPTITWHOTA
TOgIKOTNTAG.

[TAnpowopiec yia Touc aoBeveic

O1 aobeveig TpéTTel va evnuepwyvovTal yia Ta mMOava o@EéAn kal KivdUvoug amd Tn xprnon
peBoTPeCATNG (TTEpIANaUBavVOPEVWV TWV TTPWIHWY CNUEIWY KAl CUUTITWHATWY TOEIKOTNTAG), YA
TNV avdykn va douv To yIaTpO TOUG AUECWS JOAIG TTapouaIacTolV Kal Yia TV avAaykn OTEVAG
TTapakoAouBnong, CUUTTEPIAGUBAVOUEVWY TwV TTEPIODIKWY EPYACTNPIAKWY EEETACEWY VIO
€AeyXO TNG TOEIKOTNTOG.

Tb6o0 0 yIaTpdg 600 Kal 0 YAPPAKOTIOING TIPETTEI VA TOVioOUV GToV aoBevr| OTI 0Tn PEUPATOEION
apBpiTida kal TN Yywpiacon n cuvioTwuevn d6on AauBdveral 1 gopd Tnv €BOoudda, kal OTI av
KOTG AGBOG TTApEl TO @APPAKO OTN CUVIOTWHEVN 00N KABE pépa autd Ba €xel WG aTTOTEAECUA
BavaTtneopa TogIKOTNTA.
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Mpéter emTiong va ou¢ntnBouv ol KivOuvol TToU PTTOPEi va £XEI TO @APPAKO GTNV avOTTapAyWwYN
1600 O€ AvOpPeG 60O Kal yuvaikeg aoBeveig Tou AapBdavouv peboTpetaTn.

H xprnon uywnAwv 860ewv HPEBOTPELATNG TTOU GCUVIOTATAl YIO TO OCTEOCAPKWHA, OTTQITE
oxohaoTikO éAeyxo (BAéme mrap.4.2 Aocoloyia kal TpOTTOG xopriynong). H xprnon uwnAwv
0060EwV yia GAAEG VEOTTAACMATIKEG VOOOUG PBPIOKETAI Ot €PEUVNTIKO OTADIO Kal Ogv EXEl
empBeRaiwBei n BepATTEUTIKA TNG UTTEPOXT.

>¢& aoBeveig TTou AauBavouv xaunAn 00on PEBOTPELATNG UTTOPEI va TTapouciacTolv Kakonon
AEUQWUOTA, TA OTTOIO PTTOPEI VO UTTOXWPAOOUV WPE Tn OIOKOTTA Tng PeBOTPeEATng, Kal £T01
pTTOpEi va pnv ammairnBei KuttapoTodikn Beparreia. Mpétmel TpwTa va dloKoTEl N Bepatreia ye
MEBOTPEEATN Kal €AV TO AEPPWUA dEV UTTOXWPNOEI TIPETTEI VO EQAPUOOTE KOTAAANAN BepaTreia.

>¢ KaT@oTaon averrdpkelag QUAAIKOU Kal QUAAIVIKOU 0&€og, uTTopei va augnBei n TogikdtnTa TNG
peBOTPEECATNG.

EpyaoTnpilakég e§eTdoeig

evikég

O1 aoBeveig TTOU BpiokovTtal o€ BepaTreia pye PeBOTPECATN TTPETTEI VA TTOPAKOAOUBOUVTAI OTEVA
£TO1 WOTE VA AVIXVEUTOUV €yKalpa TIOAVES TOCIKEG ETIOPACEIS. 2T BACIK AflOAOYNon TTPETTEN
va TTEPIAAPPBAVETAl YEVIK AiYATOG PE TUTTO KAl PETPROEIG QIMOTTETOAIWY, EEETACEIC NITATIKWY
evqUpwyv, Aoipweng nTratimnidag B r} C, ve@pikAg AsiToupyiag, kal akTivoypagia Bwpaka.

Ywpiaon, psuuarosidic apBpitida

Katd Tn Oe¢patreia TG peupatoeidols apbpimdag kal TNG  ywpiaong, GCuvioTaTal
TTaPaAKOAOUONON TWV TTAPOKATW TTAPAUETPWY: AIMATOAOYIKEG TTAPAUETPOI TOUAAXIOTOV ia
@opda TO PAVa Kal vePpikA AsiToupyia kal miTreda NIaTIKWY ev{UPWY KABe 1 €wg 2 PAVES.
2uvABwg evdeikvuTal IO OUXVA TTAPaKOAOUBNon Katd Tn OIAPKEIG QVTIVEOTTAOOUATIKNG
Bepatreiag. Kard TiIg apxikég d0oeig | Katd Tnv Tepiodo aAAayrg docoloyiag, f Katd TIg
TEPIODOUG TTOU UTTAPXEI auEnuUEVOG KivOUVOS UPNAWY €TTITTEdWY PEBOTPEEATNG OTOV 0PO (TT.X.
aguddTwan), YTTopPEi €TTioNG va XpeIGdeTal TTIo guxVvr] TTapakoAoudnaon.

AvwuaAieg aTIG €EETACEIG TWV NTTATIKWY AEITOUPYIWV A KAl TITWAON TwV AEUKWHUATWY Tou 0pou
MTTOPEI Va anuaivouv oofapn nTratotogikdTnTa Kal Xpeidlovtal afloAdynaon.

Aev €xel atrodelxBei cuox£Tion PETAEU Twy TTABOAOYIKWY NTTATIKWY SOKIPJACIWY Kal TNG ivwong
N Kippwong Tou ATATOoG Ot acBeveic pe wwpiaon. Empuévouoeg TTABOAOYIKEG TIMEG TwvV
NTTATIKWY €vCUJwWY PTTOPE va TTponynBouv TnG avdamTuéng iviwang i Kippwaong oToug aoBeveig
TTOU TTACYOUV aTTO PEUPATOLION apbpiTida.

E€eTdoeic avatrveuoTIKNAG AsiToupyiag

O1 g&eTdoeIg TNG AvVaATIVEUOTIKAG AgIToupyiag PTTopei va gival Xprolgeg av UTTapyel utroyia
TIVEUMOVIKAG VOO OU, EIBIKA av gival BI0BE01UES Ol apXIKEG HETPAOEIG TTPIV TN BeparTreia.

Emimreda peBorpedrng
H mapakoAoUBnon Twv emTédwy peBOTPEEATNG OTOV OPO PTTOPEI VO PEIWOEI ONUAVTIKA TV
TOgIKOTNTA KAl BvnoiuéTNTa atmd HeBoTPELATN.

O1 aoBeveig TToU TTApOUCIAgouv KAatola atrd TIG aKOAOUBEG KOTAOTATEIG, £Xouv TTPodIABson va
TTapoucidoouv aufnuéva f TTapaTeTapéva eTimeda PeEBOTPEEATNG Kal weAoUvTal amd Tnv
TAKTIKA TTopakoAoUBnon Twv emmedwy PeBoTpeCdTng: YTTECWKOTIK OUAAOYR, QOKITNG,
améPpagn yaoTpevTEPIKAG 000U, TTponyouuevn BepaTtreia pe cisplatin, apuddaTtwon, 6¢iva oupa,
MEIWON TNG VEPPIKNG AsITOUpPYiag.

KdaTroiol aoBeveig ptropei va éxouv empBpaduvon oTnv kaBapan peBoTpeEATng atTousia auTwv
Twv KaTaoTacswv. Eival onuavtikd va evroTtriCovial autoi o1 aoBeveic eviog 48 wpwv yiati i
TOgIKOTNTA OTTO PEBOTPECATN MTTOPEI va pnv eival avaoTpéwiun €av n KatdAAnAn Bepatreia
O1dowaong pe AsukoBopivn KaBuaTepAoel TTEPICCOTEPO aTTO 24 £wg 48 WPEG.
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H péBodog TTapakoAoUBnong Twv CUYKEVTPWOEWY PHEBOTPECATNG TTOIKIAAEI ATTO VOGOKOUEIO O€
vOOOKouEio. H TTapakoAodBnaon Twv CUYKEVTPWOEWV PEBOTPECATNG TTPETTEI va TTEPIAaUBAVEI
TOV TTPOCdIOPICHO TNG MEBOTPEEATNG OTO aipa o€ 24, 48, | 72 wpeg Kal TNV afioAéynan Tou
BaBuou €AATTWONG TWV OCUYKEVTPWOEWV TnG (WoTe va kaBopioTei yia OGO xpovo Ba
ouvexioTei n Bepatreia diaowong pe Acukofopivn).

4.5 AMAANNAemidpdoelg ME GAAD  QAPHAKEUTIKA TIPOIOVTO KOl  AAAEG HOPQPEG
aAAnAeTTidpaong

Mn otepoeidn avrigpAeypovwdn gdpuaka (MZAD)

Mpiv | ouyxpovwg MPe TN Xopnynon uwnAwv 000ewv HeBOTPEEATNG OTTWG QUTEG TTOU
XPNOIJOTTOIoUVTal yIa Tr BEPATIEid TOU OOTEOCAPKWHATOG, Oev TTPETTEI va XOpnyouvTal un
oTePOEIDN avTiAeypuovwodn eapuaka. ‘Exer avagepbei 611 n Tautdyxpovn xopriynon MZA® ue n
Bepartreia uPnAwyv dO6cEwV PEBOTPEEATNG, AUEAVEI Kal TTAPATEIVEl Ta ETTITTEdA TNG HEBOTPEEATNG
OTOV 0p0, €XOVTaG WG amoTéAeoua To Bdvato amd Bapid AINATOAOYIKA KOl YAOTPEVTEPIKA
TogiIkOTNTA  (BAéTTe 4.4  EIDIKEG TTPOEIDOTTIOINCEIG KOl TIPOQUAGEEIC KaTA  Tn  XpPnon,
MpoeidoTroimoeig). NMpoooxn xpeiddetal 61av MZAD kal GAAIKUAIKG XopnyouvTal TauToXpovwg
aKOun Kal he XaunAég 0ooelg peBoTpetdTng. Ta @APUOKA QUTA HEIVOUV TN CWANVAPIOKNA
QATTEKKPION TNG PEBOTPEEATNG OTa Wwa Kal PTTopEi va au§Aoouv Tnv TogIKOTNTA TNG.

Katda 1n Bepartreia Tng peupaToeidoug apBpiTidag pe peboTpedrn, uTropei va ouvexioBei n Awn
aoTmpivng, MXA® kai/fj hIKpwv dOCEWV OTEPOEIOWV.

Mapd T1ig mMBOavég aAAnAemdpdoelg, PeAéTEG pe pEBOTPECATN O aoBeveic Ye PEUPATOEION
apBpimida, mepIAduBavav ouvBwg TTapdAAnAn xprion MZA® ce otabepr) doocoAoyia xwpig
TTpo@avr TTPoRARUATA.

Mpétrel TTapOAa AuUTd va avayvwpiooupe Tl Ol BOCEIG TTOU XPNOIYOTIOIOUVTAl OTN PEUMOTOEIBN
apBpimida (7,5-15 mg/eBdoudada) cival KaTd TI HIKPOTEPEG ATTO QUTEG TTOU XPNOIYOTTOIOUVTal 0T
Ywpiaon kal 0TI uYnAoTePES dOOEIG Ba PTTopolaav va TTPOKAAEGOUV aTTPoodOKNTN TOEIKOTNTA.

H mlavétnta augnuévng TOLIKOTNTAG KATG Tnv  Tautdoxpovn xopAynon MZA®
oupTTEPIAQPBaVOPEVWY TV OANKUAIKWY, OV €xel dlEpeuvnBEl TTANPWG.

Ta oTtepoeidn pmopei va eAaTTwBolv oTadlakd o€ 0a0Beveig TTOU AVTATTOKpPivovTal OTNn
peBoTpetdtn. H Tautdxpovn xprion PeEBOTPEEATNG HE EVWOEIG XPUoOU, TTEVIKIANNAIvVN,
udpouxAwpokivn, cgoul@acaAadivn f KUTTAPOTOEIKOUG TTapdyovTeg Oev €xel PEAETNOEN, Kal
MTTOPEI va au€AoEl TNV EUQAVION AvETTIOUUNTWY QVTIOPACEWV.

NAe@Aouvopidn

H Ttautdxpovn xprion HeBOTPEEATNG ME Ae@Aouvopidn ptropei va aufhoel Tov Kivduvo
TTAVKUTTOPOTTEVIOG.

ddppaKa TTOU SeCTPEUOVTAI ICXUPA HE TIG TIPWTEIVEG TOU TTAAOHMATOG

H peBoTpegdtn ouvdéeTal ev PEPEI PE TO AEUKWPATA TOU OpoU Kal N To&IKOTNTA TNG WTTOPEI va
auénBei Adyw TnG eKTOTTIONG TNG aTTO TIG TTPWTEIVEG TOU 0poU aTTd QAPHAKa OTTWG Eival Ta
OaAIKUAIKG, @aivuABouTaddvn, @aivuToivn, Kal GOUAQOVOUIOEG.

MpoBeveoidn
H veppikl cwAnvapiok atrékkpion €AATTwveTal amo Tnv Tpofeveaidn. H xpnon tng
MEBOTPEEATNG PE TO PAPPOKO auTd TTIBAAAEI TTPOCEKTIKA TTApakoAouBnaon Tou acBevoug.

XNHEIOBEPATTEUTIKOI TTAPAYOVTES

Oa mpéTel va dideTal YeydAn TTpoooxn av yivetalr xopriynon uwnAng d6ong YeBoTpegdTng o€
ouvOUaOMO PE Eva TTIBAVWG VEPPOTOEIKO XNMEIOBEPATTEUTIKO OKeUAoUa (TT1.X. GIoTTAATivn) yiaTi
MTTOPEI va TTapOoUCIacTEl augnuévn VEQPOTOEIKOTNTA.

MepkaTtrTotroupivn
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H peBotpefdtn augdvel Ta emTeda TNG HEPKATITOTIOUPIVNG OTO TAGOMA. ZUvOUACOHOG
MEBOTPEEATNG Kal UEPKOATITOTIOUPIVNG WTTOPEI KOTA OuvéTTela va  atraitei puBuion Tng
doooloyiag.

ATT6 TOU OTOPATOG AVTIRIOTIKA

Ta amd ToU OTOPATOG AVTIBIOTIKA OTTWG €ival N TETPAKUKAIVN, XAWPAU@AIVIKOAN, Kal Ta PN
ATTOPPOPOUNEVA AVTIRIOTIKA EUPEOG GATUATOG UTTOPEI VO PEICOUV ThV EVTEPIKN ATTOPPOPNON
NG MEBOTPELATNG 1§ va dlaTapdfouv TV EVTEPONTTATIKI) KUKAO@OpIa £TTEIBN dIATAPACOOUV TV
avaTTugn ™G XAwPIdag Tou eVvTEPOU KAl HPEIWVOUV TO HPETABOAIOUO Tou Qapudkou atd Ta
MIKpOBIa.

2mavia, éxel avaeepBei 0T 0 ouvOUOONOG TpIueBoTTpiunG/couA@apebotaldAng augdvel Tnv
KOTAOTOAN TOU PUEAOU TwV 00TWV Ot aoBeveig TTou Aaufdvouv peBoTpetdrn, mOavwg YEow
NG eAATTWONG TNG CWANVAPIOKAG €KKPIONG Kal/l TNG Aoknong aBpoioTiKAG avTIQUAAIVIKAG
opdong.

lMevikiAAives kal couApovauides

O1 TeviKINIVEG Kal Ol COUAQOVOMIOEG PTTOPOUV va €AGTTWIOOUV Tn VEQPIKA K&Bapon Tng
peBoTpeEATNG. 'Exouv avagpepBei auénuéveg OUYKEVTPWOEIG TG HEBOTPEEATNG OTOV 0PO HE TIG
ETTOKOAOUBEG AINOTOAOYIKEG KAl YOOTPEVTEPIKEG TOEIKOTNTEG KATA T XOPynon uwnAwv f Kai
XOUNAWV 00ccwv peBoTpetdtng. H xprRon Tng HeBOTPeCATNG ME TTEVIKIANIVEG TTPETTEI VO
TTapakoAouBeiTal e TTpocoxn.

Hmrarotoéikoi Trapdyovreg

H mBavornta auénuévng nrratotofikOTnTag Otav n pebotpegdrn yopnyeital padi ye dAAoug
NTTaToToIKoUg TTapdyovTeg dev €xel aglohoynBei. Ev TouToIg, £XEl avapepBei nTTaTtoTofIkOTNTA
o€ TETOIEG TTEPITITWOEIG. Ala TOUTO oI aoBeveig TTou Aappdavouv TTapdAAnAa peBoTtpetdrn Kai
GAAa duvnTIKWG NTTATOTOSIKA QAPUAKA, OTTWG alabelotrpivn, Ae@Aouvopidn, couh@acaiadivn,
ETPETIVATN 1 AAAa peTivoeldr, TTPETTEI VO TTapakoAouBouvTtal OTevd yia Tnv TlavornTa
augnuévou KivdUvou NTTATOTOGIKOTNTAG.

Oego@uAAivn

H pebotpegdtn pmopei va ehattwoel Tnv KABapon Tng OBeo@uAdivng. Ta emimeda Tng
Beo@uUAAivNG TTpETTEl va TTapakoAouBouvTal Katd Tnv TTapAdAAnAn xpAon pebotpetdrng.

Bitapiveg

Bitapivouxa okeudopaTa TToU TTEPIEXOUV QUAAIKG ofU | TTapdywya TOU WTTOPEI va PEIWOOUV
TNV avtamrokpion oTn JeBoTpeCdTn TTOU XOpPNyEiTal CUCTNUOTIKA, WOTOOO0 KATAOTACEIG
QAVETTAPKEIAG QUAAIKOU 0E£0G UTTOPOUV Va augaouv TNV TOEIKOTATA TNG HEBOTPEEATNG.

NeukoBopivn

MpokaTapkTIKEG HEAETEG OTA CWa Kal Tov AvBpwTTo £8€1Eav OTI HIKPEG TTOOOTNTEG AcUKOBopivng
TTOU XopnyeiTal evOoQAERiwg, EI0€pXOVTal OTO EYKEPAAOVWTIAIO UYPO KUPIWG WG 5-
methyltetrahydrofolate kai, oToug avBpwTroug, TTapauével 1-3 TAEeIg peyEBoug xapunAdTepa atod
TIG OUVNBEIG OUYKEVTPWOEIG HEBOTPELATNG UETA aTTO EvOOppaxIaia xoprRynaon.

KataoTdoeig atépnong QUAANIKOU 0&£0g PTTopEi va augrfjoouv Tnv TogIKOTNTa TNG JEBOTPEEATNG.

AkTIVOOepaTTeia

H peBoTpe€dtn 1Tou xopnyeital Tautdxpova Pe akTivoBepatreia PTropei va augioel Tov kivduvo
OOTEOVEKPWONG KAl VEKPWONG TWV JOAAKWY HOPiwV.

KutapaBivn

Otav n peboTpetdrn xopnyeitalr Tautdxpova pe Kutapafivn ptropei va augndei o Kivouvog yia
OOBapPEG VEUPOAOYIKEG QVETTIBUUNTEG evEPYEIEG OTTWG KEQAAGAyia, TTaPAAUCT, KWMA, Kal
ETMEICO0IO TTOU HOIGloUV pE eyKEQAAIKO. BAéme. mop. 4.4 EIdikéG TmrpocIdOoTTOIACEIS Kal
TTPOQUAAGEEIG KaTd Tn XpAon, NeupIko.

Zimrpo@Aogacivn
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H ve@pIKr] cwAnvapiakr atrékkpion TNG HEBOTPEEATNG eAaTTwvETal ATTO TN OITTpo@Aogaaivn. H
Xpron Tng NeBoTPEEATNG PE AUTO TO PAPHAKO TTPETTEI VA TTAPOAKAAOUBEITOI TTPOCEKTIKA.

Emwidpaon Tng Tpo@ng
H BiodiaBeciydtnTa tng xopnyoupevnsg atrd 1o otéua MeBoTpegdtng dev eAaTTwveTal Ye TV
TPO®A Kai N ueBoTPeEATn YTTOPEi Va XopnynOei aveEdpTnTa atmod Ta yeuuara.

4.6 Kinon ka1 FaAouyia

Kunon

H peBotpetdtn utropei va tmpokaAéoel Bavarto Tou eufpuou, €uPPUOTOEIKOTATA, ATTOROAN 1
Tepatoyévean OTav Xopnyeital e £ykueg yuvaikeg. H peBotpegdrn avrevdeikvutal 0 €YKUEG
aoBeveic ye ywpiaon r peuparocidr apbpimida Kal TTPEETTEI va XPNOIPOTToIEiTal 0Tn BepaTTeia
TWV VEOTTAACHATIKWY VOOWV POvo 6Tav Ta MOava TTAEOVEKTANATA avTioTabui{ouv Tov KivOuvo
yia 10 €uBpuo (BAETTE TTapP. 4.3 AVTEVOEIEEIQ).

O1 yuvaikeg avatmapaywyikig nAikiag dev Ba Trpétmel va apxioouv Tn peBoTpe€dtn péxpl va
atrokA€I00ei n eykupgoouUvn Kal Ba TTPETTEl va TOUG Yivel evnuEéPWON yia TOug cofapoug
KivdUvoug oTo €uPpuo (BAétre Tmap.4.4 EIOIKEG TTPOEIOOTTOINCEIG KAl TTPOQUAAEEIC KATA TN
xpnon,_MNpo@uAdéeig) oe TTepITTwan TToU peivouv €ykueg Katd Tn didpkeia TnG Beparreiag. H
EYKUPOOUVN TTPETTEl VA aTTOQEUYETAI €AV €vag ATTO TOUG OUVTPOPOUG TTaipvel eBoTpegaTn .

To BEATIOTO XpOVIKO OldoTnua PETAlU TnG OIAKOTTAG TnG Oeparreiag pe peBotpetdtn atrd
KATTolov atrd Toug dU0 GUVTPOPOUG Kal TNG KUNong dev €xel oapwg TTpoadiopiaBei. Me Bdon
onuoaoieupéva BIBAIOYpa@IKG aToIXEIa T TTPOTEIVOUEVA XPOVIKA SlaaThaTa TToIkiAouv atro 3
MAVES €wg 1 €T0G.

[aAouyia
H peBoTpegaTn €xel avixveuTei 0To PNTPIKO yaAa Kai avtevdeikvuTtal oe BnAdlouaeg unTépEG.

O uynAotepog AOYyoG TNG OuyKEVTPWONG MEBOTPEEATNG OTO PNTPIKG YAAQ TIPOG TN
OUYKEVTPWON PEBOTPEEATNG OTO TTAGO A, TTOU PETPRONKE, ATav 0,08:1.

4.7 Emdpdosig oTnV IKAvVOTNTA 03 YNONG Kal XEIPICHOU InXavwyv

Mepikég atmd TIG emOPACEIG TTOU ava@épovTal oTny TTapdypago 4.8 AvemOuunteg Evépyeieg,
OTTwg eivar n ¢AAn kal n KOTTwon HPTTopoUv va €TTNPEACOUV TNV IKavOTNTa 0dfynong Kai
XEIPIOYOU UnNXavwy.

4.8 AvetriB0puNTEG EVEPYEIEG

levikd, n ouxvotnTa Kal Bapltnta Twv O&Ewv avemmBUPNTWY EVEPYEIWV OXETICETOI PE TN
docoloyia kal Tn ouyxvoeTnTa xopAynong. O o coBapég aveTmBUuNTEG eVEPYEIEG TTAPATIOEVTAI
otnv Tapdaypa@o “TogIKOTNTA TWV OPYavIKWY CUCTNHATWY”, GTO KEQAAQIO Twv MNPpo@uAGEewvy.
To kepdaAalo autd TTPETEl €TTioNG va AapBdavetal uTrown OTavV UEAETWVTAI O aVveETIOUPNTEG
EVEPYEIEG TNG YEBOTPEEATNG.

O1 1Mo ouxvég avemBuunTeg evéEPyeElEg TTOU €XOUV avagepBei eivar eAkwdng oTouaTiTIoq,
AgukoTTevia, vauTia Kal duo@opia aTnv TTEPIOXN TNG KOIAIaG. AAEG aveTTIBUUNTEG EVEPYEIEG TTOU
Exouv avagepBei apkeTd ouxva eival kakouxia, adikaloAdynTn KOTTwaon, piyn Kal TTUPETOG,
aioBnua ¢aANG Kai Yeiwpévn avrioTaon oTIG AOIHWEEIG.

AANEG avemmBuunTeG evépyeleg TTOU €XOUV  ava@epBei pe Tn peBoTpeEdTn avagEpovTal
TTAPAKATW ava KOATNyopia OUCTAMOTOG Opyavwy. X€ OYKOAOYIKEG TTABACEIG, N TaUTOXPOVN
Xopnynon GAwv @apudkwy Kal N UTTOKEINEVN VOOOG UTTOPEI va BUOKOAEWOUV TNV atrodoon
MIOG QVETTIOUUNTNG eVEPYEIOG OTN HEBOTPEEATN KAl PIOVO.

O1 avemBUunTeG avTIOPACEIG KAOTATACTOVTAI aKOAOUBWG WG TTPOG TN ouxvoTnTa Katd CIOMS:
MoAU ouxvég >1/10

2uxvég >1/100 ka1 <1/10

Ox1 ouyvég >1/1.000 ka1 <1/100

Zmavieg >1/10.000 kai <1/1.000

IMoAU oTTdvieg <1/10.000

Mn yvwoTég (ATTpoadiopioTng CuyXvOTnTaG) Oev uPTTOpoUV va ekTIUNBolv pe Bdon Ta

OlaBéoipa dedouéva
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Kartnyopia opydvou cuoThpatog  AvemiOuunTtn evépyela (BAEmre Tmap.4.4 EiSikég
TPOEISOTTOINCEIS KAl TTPOPUAAEEIS KAaTA TN XPRON,
To§IKOTNTA TWV OPYAVIKWYV CUCTNHATWY, YIA
TEPAITEPW AVATITUEN)

Aol1pwEEIg KAl TTAPACITWOEIG

Ox1 ouyvég Eukaipiakég Aoiwéelg, TrepIAauBavouévwy
Bavatn@opwv AoIPwEewv

ZTAVIES Znyaiyia, KOKKISIOEIBOUUKNTIOoN

Mn yvwoTég Nolpwéeig TrepIAapBavouEvng TIveupoviag, Trveupdovia

amdé Pneumocystis carinii, vokapdiaan, IcTOTTAAOUwWan,
KPUTITOKOKKWGAN, £€pTTNG (WOoTAPAG, NTTaTimda atod Tov 10
TOu aTTAOU £PTTNTA, YEVIKEUPEVOG OTTAGG £PTTNG,
Bavarneoépa onyaiyia, Aoipwen atrd KUTTOPOUEYAAOid
TTEPIAAUBAVOUEVNG TTVEUHOVIAG ATTO KUTTAPONEYAAOIS ,
emavevepyoTtroinon Aoipwéng até 16 nmatitidag B,
emodeivwan Aoipwéng ato 16 nratitidag C.

NeomrAdopara kaAonln,kakondn (TTepIAaupdavovTal KUOTEIG Kal TTOAUTTOOEG)

Ox1 ouyva NEPOWQ, TTEPIAauBavouévou avaoTPEWILOU
AEPQWPATOG

MoAU otrévia ZUvOpouo AUoewg Oykou (uOvo O€  TIEPITITWON
TTOPEVTEPIKAG XPAONG)

AlaTapay€g TOU AIOTTOINTIKOU KAl TOU AEMQIKOU GUOTANATOG

Oxi1 ouxvég Avaiyia, KateoTaAuévn aipgoTroinon,
BpouBokuTtTapoTTEvia

MoAU oTrévieg ATTAQOTIKA avaiyia

Mn yvwoTég Nep@adevoTradeia KAl AEP@OUTTEPTTAOCTIKEG DIATAPAXES
(TrepiAapBavopévwy Kal AVAOTPEWYIPWY),
TTAVKUTTAPOTTEVIA, OUDETEPOTTEVIQ, QKOKKIOKUTTAPAIMIA,
NWOIVOPIAIQ.

Alatapayég TOU AVOCOTTOINTIKOU CUGTAHATOG
Ox1 ouxvég AVOQUAOKTOEIBEIG avTIOPATEIG
MoAU otrévieg YTtroyappaceaipivaiyio

Alarapayég Tou petaBoAiocpou kai TG Bpéywng
2TAvIES AlaBATNG

Yuxiarpikég dlaTtapaxég

2TAVIES AAAayEg TNG d1aBeang, TTapodIKr vonTIKr) SUCGAEITOUpYia

AlaTapay€g TOU VEUPIKOU CUCTHMOTOG

2uxvég MapaioBnoia

Ox1 ouxvég Smacpoi (uOvo  O€  TIEPITITWON  TTOPEVTEPIKNG
xopriynong),

EykepahotraBeia/AeukoeykepaloTrddeia (udvo o€
TTEPITTITWON TTAPEVTEPIKAG XOPNYNONG), KEQAAaAyia,
nUITTépeon.

2TAVIES YTrvnAia, TTapeon, dlaTtapayxég oTOo Aoyo
TepIAauBavouévng duoapbpiag Kal agaaciag,
AeukogykepaAotrdBela  (otnv ommd  TOU  OTOUATOG
xopriynon)
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MoAU oTrévieg
O@OaApIkéG dlaTapaxég
2TAvIES

MoAU otrévieg

Mn yvwoTég

Kapdiakég Siatapaxég
ZTAVIES
MoAU otrévieg

Ayyelakég dlaTapaxég
2TAVIES

MoAU otrévieg
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Aouvnbeig aioBNTIKEG dIOTAPAXEG OTNV  TTEPIOXH TOU
Kpaviou.

Odupog Opaong, OCoPapPEG  OTITIKEG  OlATAPAXES
dyvwoTng aitiohoyiag.
EmimreukiTig, Tapodikn TUQAwaon/atrwAgia épaong

Au@IBANCTPOEIBOTTGBEIO

Ymoraon
ZUAAoyn uypou aTov TEPIKAPOIOKS XWPO,
TepIKapdiTida.

OpopPBoepBoAika eTTeIoddIa (TTEpIANaBavopévng
BpouBopAeBimdag, aptnpiakng Bpoupwong,
EYKEPAAIKAG Bpdupwaong, ev Tw Pabel
PAeB0OPOUBWONG, TTVEUNOVIKAG EUPOANG, BpduBwaong
AN@IBANOTPOEIDIKAG QAEBOG)

Ayyelimnda

Alatapay£g TOU AVATIVEUCTIKOU OUGTHMATOG, TOU BWPaKA Kal TOU NECOBwpAKIou

Ox1 ouxvég

2TAvIEG
MoAU otrévieg
Mn yvwoTég

AlaTapayég TOU YAOTPEVTEPIKOU

Ox1 ouxvég
2TAVIES

MoAU oTrévieg

Aigueon TveupoviTida, TrepiIAapBavopévng Bavatneopag
ékBaong, UTTECWKOTIKI CUAAOYRA

®dapuyyiTida, TTVEUUOVIKH ivwaon

Xpoévia OIGuECN ATTOPPAKTIKA TTVEUUOVOTTABEIQ.
KuyeNidimida

Avopetia, didppola, oTopaTiTdq, EUETOG, TTAYKPEATITION
Evrepimida, €Akn  yooTpeviepIKOU  Kal  aigyoppayia,
OoUAiTIda, péAaiva.

Algatéueon

Alatapayég Tou AITATOG KAl TwV XOAN@Oopwv

Ox1 ouyvég
ZTAVIES

MoAU oTrévieg
Mn yvwoTég

Aunoeig NTTaTikwy evUPwY

Ofeia nmarinda, xpdévia ivwon Kol  Kippwan,
NTTATOTOEIKOTNTA

Mrwon AeukwuaTtivng opou.

HaTikr avetrdpkeia

Alatapayég Tou BEPUATOG KAl TOU UTTOSOpIoU 16TOU

Ox1 ouxvég

2TAvIES

MoAU oTrévieg

AAwTrekia,  ouvdpopo  Stevens-Johnson,  TOgIKN
emdepUIKA vekpdAuon (ouvdpopo Lyell)

AKUR, EKXUMWOEIG, TTOAUPJOP@O £pUBNnua, epubnuaTtwdn
e€avOnuara, oCidia, ewduvn dIGRPWCN YWPIOTIKWY
TTAOKWYV , QWTOEUaIoONGia, HEAAYXPWOTIKEG OAAOIWCEIG,
KVNOouOG, eEEAKwON dEpUATOG, KVIdwOon.

AoBiIRvwon, TehayyelekTaaia.

AlaTtapayég TOU HUOOKEAETIKOU GUOTAHATOG KOI TOU OUVOETIKOU 1I0TOU

ZTAVIES

ApBpaAyia/pyuadyia, 00TEOTTOPWAN, KATAYMOTO OTTO
uTTEPBOAIKA KaTaTtévnon

AlaTapayég TwV VEQPWV KAl TWV OUPOPOEpwWY 0dwv

Ox1 ouxvég

Bapid veppoTtrddela, ve@pIKr) aveTTAPKEIQ
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2TAVIESG Auooupia
MoAU oTrévieg AlwBaipia, KUCTITIOA, aIUATOUPIA.
Mn yvwoTég MpwrTeivoupia

KataoTdoeig Tng KUNoNGg ,TNG Aoxiag Kal TNG TTEPIYEVVNTIKAG TTEPIOSOU

Ox1 ouyvég EuBpuikég avwpalieg
ZTAVIES AtroBoAnR
Mn yvwoTég EuBpuikdg Bavarog

AlaTapay€g TOU avaTTapAaywylkKoU CUGTAMATOG KAl TOU HOOTOU
2TAVIES AucAgiToupyia epunvoppuaiag,

MoAU otrévieg ATEANG woyEvean/oTTEPUATOYEVEDN, AVIKAVOTNTA,
oTeIpdTtnTa, amwAela libido, TTapodiki oAiyooTreppia,
KOATTIKO €KKPIMQ.

Fevikég dlartapayx£ég Kal KATAOTAOEIG TG 060U Xoprynong

MoAU oTrévieg Alpvidlog Bavartog

AvemOUUNTES EVEPYEIES OTN Ywpiaon ‘

Agv uTTGPXOUV TTPOCPATEG KAIVIKEG HEAETEG EAeyXOUEVEG e placebo og aoBeveig pe ywpiaon.
Ymapyxouv dUo BiAloypagikég avagpopég (Roenigk, 1969 and Nyfors, 1978) trou repiypd@ouv
MeEYAAeG opddeg (N=204, 248) acbevwv pe ywpiaon TTou avTIPETWTTIOONKAV pe HeBOTPEEATN.
O1 d60¢ig €pracav ota 25 mg avd efdoudda kai n Bepatreia xopnyndnke péxpr 4 xpovia. Mg
e€aipeon TNV aAwTtrekia, QwTocuaioBnaia, kalr "kaluoo Twv dgpuatikwy BAapwv" (n k&bt
avemmluunTn evépyela o€ TooooTo 3% - 10%), TO TTOCOOTO TWV AVETIOUUNTWY EVEPYEIWV OF
QAUTEG TIG AVAPOPEG ATAV iD10 PE AUTO TWV PEAETWYV TNG PEUPATOEIDOUG apBpiTIdag.

Zmavia éxouv ava@epOei eTTwdUVES SIABPWOEIS TWV YWPIATIKWY TTAAKWYV.

AvemOuunNTeS eVEPYEIES OTIC OITTAG TUPAEC LIEAETEC yia TN peupaToeidr apbBpitida

Ta T0000Td TwV AVETTIOUUNTWY EVEPYEIWYV TTOU aTTodidovTal 0Tn HEBOTPEEATN (T TTOCOCTA TWV
placebo éxouv agaipebei) aTig SITTAG TUPAEG PeAETEG aoBevov (N=128) didpkeiag 12 €wg 18
eBOoPadwY Pe peupaTocldr apBpitida kal TTou EAapav xaunAn d6on ammod 1o oTtoua (7,5 €éwg 15
mg/eBOoudda) ueboTpedarn, didovTal o KATW. ZxedOV 6A0I auToi o1 acBeveic BpiokovTav o€
TapAAANAN BepaTreia pe pn oTePOEId QAVTIQAEYUOVWON QAPUOKA Kol HPEPIKOI eAGuPBavav
ETTIONG XAUNAEG TTOOOTNTEG KOPTIKOOTEPOEIBWIV.

2uxvornta > 10%: auénuéveg TIHEG OEIKTWV NTTATIKAG AeiToupyiag (15%), vautia/éueTol (10%).
2uxvomra amd 3% - 10%: Ztopatinida, OpouPokutotrevia, (METPAOEIG QIPOTTETAAIWY
<100.000/mm®).

2uxvomra 1% - 3%: Epubpdtnrta/kvnopog/depuatitida, didppola, oAwTrekia, AgukoTrevia
(Aeuka aigoo@aipia <3.000/mm3), TTAVKUTTapOTTEVia, AAnN.

Aev éxel ava@epOei TTVEUPOVIKN TOEIKOTNTA OTIGC OUO auTéG PeEAETES. 'ETOl, n cuxvoTtnTa €ival
mOavwg pIKPOTEPN aTTo 2,5%. H nTTaTikn 1oToAoyia dev £EeTACTNKE O€ QUTEG TIG BPAXUXPOVIES
MEAETEG.

AMNEG AIyOTEPO OUXVEG QVeETIBUPNTEG evEpyeleg TTEPIAAUBAVOUV TITWON TOU QIYATOKPITN,
KeQaAaAyia, AoipwéNn Tou avwTeEPOU AVATIVEUCTIKOU, avopetia, apBpalyieg, Tévo aTo 0TRBO0G,
Brixa, ducoupia, diatapaxeég TnNG 6pacng, €TmioTagn, TTUPETO, Aoipwen, eQidpwaon, eupocg, Kai
KOATTIKI UTTEPEKKPION.

AveTTIOUUNTEG EVEPYEIEG OE NEAETEG VEQVIKNG PEUPATOEIBOUG apBpiTIdAG. |

O1 ekdNAWOEIG QVETTIBUPNTWY EVEPYEIWY TTOU ava@EépBnkav g€ TTaIdId PE VEAVIKA PEUPOTOEIDN
apBpimida pe TToAuapOpIkA TTPOCBOAA Ta oTroia eAdupavav Bepatreia pe peboTpedtn amo Tou
oTéuarog o€ eRdopadiaicg ddoeig (5 ¢wg 20 mg/m2/£B6opd60 N 0,1 éwg 1,1 mg/kg/efdoudda)
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ATav wg okoAoUBwg (oxedOv OAol o1 aoBeveigc eAdufavav Tautdxpova Wdn OTEPOEIDN
avTIQAEyPOvVWON Kal KATTolol EAduavav emiaong XaunAég dO0EIG KOPTIKOOTEPOEIDWV): augnuéva
atmroTeAéopara OTIG UETPAOEIG NTTATIKAG Asitoupyiag 14%, yaoTpeviepIKEG avTIOPACEIG (TT.X.
vauTia, €uetog diappoia) 11%, otouaTtinida 2%, Asukotrevia 2% ke@aAaAyia 1,2%, aAwTrekia
0,5%, ¢aAn 0,2%, e¢avonua 0,2%.

Mapdm uttdpyel eptreipia pye doocoloyia éwg 30 mg/mzleﬁéoudéa OTn VEQVIKI PEUMOTOEION
apBpimida, Ta dnuooicupéva oToIxEia yia d6oelg Gvw Twv 20 mg/mzlaﬁéopdécx givalr TToAU
TTEPIOPIOUEVO  yIA VA TIPOCQPEPOUV  QIOTTIOTN EKTIUNCN TNG OuXVOTNTAG QVETIOUUNTWY
EVEPYEIWV.

4.9 YmrepSoooAoyia

ATIO TNV euTreIpia PETA TNV KUKAOQOpia Tou Qapudkou, uttepdoagoloyia pe peboTpeldrn £xel
KUupiwg TTapatnenBei pge xopriynon ammd Tou OTOUOTOG Kal evOoppaxiaia av Kal £XEl €TTioNG
avaeepBei kal utrepdocoloyia atrd evOOPAERIa i EVOOUUIKN xoprynaon.

‘Exouv ava@epBei  TTEQITTTWOEIG  UTTEPDOCOAOYIOG, HEPIKEG @QOPEG Bavatngopeg, Adyw
€0@AAPEVNG KABNuePIvG ARWNG pEBOTPEEATNG atTd Tou OTOPATOG avTi fdouadiaiag ARWng.
2TIG TTEPITITWOEIG AUTEG, TO CUUTITWHATA TTOU £XOUV OUXVA avagepBei gival aigatoAoyikEG Kal
YOOTPEVTEPIKEG avTIOpAaoelS. MapadeiypaTog Xdpn, AeukoTrevia, BpouBOKUTTAPOTTIEVIa, avaluia,
TTAVKUTTAPOTTIEVIA, MUEAOKATAOTOAR, BAEvvoyoviTIda, TOUATITION, OTOMATIKY EEEAKWON, vauTia,
EUETOG, YOOTPEVTEPIKN €LEAKWAN, YOOTPEVTEPIKN Qiuoppayia. 2Z€ MEPIKEG TTEPITITWOEIG OV
ava@épbnkav cupTrTwpata. YTTApEav ava@opég BavaTwy PYETA atrd uttepdoCoAoyia. Z€ auTEG
TIG TTEPITITWOEIG £XOUV avaPePBEi TTIONG TTEPICTATIKA OTTWG GNWAIMIA, 1] ONTITIKO OOK, VEPPIKA
QVETTAPKEIA KAI ATTAACTIKA avaiyia.

Ta oupmTwpata amd Tnv evdoppayiaia utrepdOCOAOYia €ival YEVIKA GCUMNTITWHPATO TOU
Kevtpikou Neupikou 2ZuoTtAuatog (KNZ), mepiAauBavouévwy TTUPETOU, vauTiag, €PETOU,
KpioEwv 1 OTTaoPWY, Kal o&eiag TOEIKNAG €YKEQPOAOTTADEIOG. € MEPIKEG TTEPITITWOEIG OEV
avaeépbnkav  cuuTrtwyata.  YTApEav avagopég Bavatwv  petd amd  evdoppaxiaia
uTTEPDOCOAOYIO. Z€ QUTEG TIG TTEPITITWOEIS avagEpBnKav €TTiong KAAN TTAPEYKEPAAITIOOG TTOU
oxeTieTal e augnuévn evOOKPAVIOKA TTiEan, Kal oggia TOEIKN eyke@aAoTTabEIa.

ZUVIOTWHMEVOG TPOTTOG AVTIMETWITIONG

H AeukoBopivn evdeikvuTal yia TNV avTioTaBuion Tng TogIKOTNTAG Kal TNV €EOUDETEPWON TWV
TogIKWwv dpdoewv amod Tnv utrepdoooloyia Tng peBoTpetatng. H xopriynon tng AcukoBopivng
TPETTEN va eKIVAOEI TO ouvTouoTEPO duvaTtov. Oco aufdvel 1o xpovikd didoTnua PeTagu Tng
xopAynong Tng peBoTpe€dtng kal  TNG  €vap&ng Tng Aeukofopivng, HEIWVETAI N
ATTOTEAECATIKOTNTA TNG AcuKoBopivng, 60ov agopd oTnv KaTtatroAéunon Tng TogikotnTag. H
TTAPaKoAOUBNON TWV CUYKEVTPWOEWV Tng PeBOTPeCdTNg OTOV OPO eival atrapaitntn yia va
kaBopioTei n 1davik 860N KaBwg Kal n 10avikn didpkeia BepaTreiag pe AeukoBopivn.

2 TEPITITWOEIS PEYAANG UTTEPOOCOAOYIOG, UTTOPEI VA XPEIAOTEN EVUDBATWON KAl AAKAAOTTOINCN
Twv oUpwv yia va TTpoAneBei n kabifnon Tng PeBOTPELATNG A/KAl TwV PETARBOAITWYV TNG OTA
VEQPIKA owAnvdapia. H aiyodidAuon kai n Trepitovaik OIGAuan Oev €xel atrodeixOei OTI
BeATiOvOUV TNV aTropdkpuvon Tng HEBOTPECATNG, OHWG EXEl avapePOEi OTTOTEAECUATIKN
KGBapon Tng YeBOTPELATNG We eTTeiyouaa, TTePIODIKN algodIUAIon Pe xprion SIGAUTWY UWNANG
pong.

Tuyaia evdoppayiaia uTTEpOOCOAOYIO UTTOPEI VO OTTAITAOEl EVTATIKY CUOTNPATIKA UTTOGTAPIEN,
UpnAég 000¢€IG AcukoBopivnG CUOTNUATIKWG, GAKOAIKA Olo0pnon Kal Taxeia TTapoxXETEUON
EYKEQPOAOVWTIAIOU UYpOU Kal KOIAIO-OOQUIKH £yXuon.

YTapxouv OnUOCIEUPEVEG avapopés BepaTtreiag pe evOo@AEBIa Kal evdoppaxiaia xopriynon
kapBofutremmiddong G2 woTte va emTayxuvBei n k&dBapon Tng peBOTPEEATNG OE TTEPITITWON
uTTEPBOTOAOYIAG.

5. DPAPMAKOAOIIKEZ IAIOTHTEZ

DapHAKOOEPATTEUTIKA KATNYOPIN: AVTIVEOTTAQOHATIKA — 0VOGOKOATOAOTAATIKG QAPHOKO
Kwdik6g ATC: LO1BAO1
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5.1 ®appakoSUVaHIKEG 1I810TNTEG

H peBotpefdtn avaoTéAAEl TNV avaywyaaon Tou d1idpo@UAAIKOU 0&€og. O1 d1UdPOPUAAIKES pileg
TTPETTEI va avaxBouv o€ TeTpaldpo@PUAANIKES pifeg PE TO TTaPATTAVW £VCUPO TTPOTOU UTTOPEGOUV
va Xpnoihotroinboulv cav PETAQPOPEIG TwV PovoavepakiKwy opddwv yia Tn olvBeon Twv
TTOUPIVIKWY VOUKAeOTIOIwV Kal pilwv Bupidivng. Me autév Tov TpOTTO n  HEBOTPELATN
TapePPAaAAeTal oTn ouvBeon Tou DNA, Tnv €mdidpbwan Kal avTiypa@r Twv VOUKAEOTISIWV.
‘Eviova troAAaTTAacialduevol 10Toi OTTwG Ta KAKONON KUTTAPA, O MUEAOG Twv OCTWV, TA
EMPBPUIKA KUTTApQ, O OTOMATIKOG KAl EVTEPIKOG BAevvoyovog, Kal Ta KUTTAPa TnG oupodoXou
KUOTNG, €ival O€ YEVIKEG YPAPUEG TTIO guaioBnTa o€ auth Tn dpdaon Tng pebotpetdrng. Otav o
KUTTAPIKOG TTOAAQTTAQCIAOUOG OTOUG KOKORBEIG 10TOUG €ival PEYOAUTEPOG aTTO OTI OTOUG
TTEPICOOTEPOUG QPUTIOAOYIKOUG 10TOUG, N PeEBOTPEEATN, WTTOPEI va eAATTWOEI EKAEKTIKA TOV
TTOAATTAGCIaoNSG Twv KOKONBWV KUTTAPpWVY XWwpPig va TIPOKaAEael poviueg PAAPeg o€
(PUCIOAOYIKOUG 10TOUG.

O unxaviouég dpdong ortn peupatosidl apbpimda eivar ayvwaTtog, Ptmopei va emdpd oTO
avogoTroinNTIké ouoTtnua. H peBotpedtn xpnoiyotrolicital €ite wg povoBepartreia €ite o€
OuVvOUQOoNO Pe GAAeG BepaTreieg. H peBoTpeEdTn xapakTnpEileTal wg avTIPEUPATIKO QAPUOKO
TTOU TPOTTOTTIOIEI TN VOGO OTn BepaTreia TN peupaToeidoug apbpiTidag.

21N ywpiaon, o pubuog TTapaywyrg Twy eMONAIOKWY KUTTAPpWYVY GTO dEpUa gival augnuévog,
o€ ouyKpion JE To QualoAoyikd dépua. H diagopd authy aToug pubuoug auénong cival n Baon
yla TN Xprion tng JeBOTPeEATNG OTOV £AEYXO TNG WWPIAGCIKAG dlEPYaaiag.

H xopriynon peBoTtpeCdtng o€ uywnAég d0oelg, TTou akoAouBeitar atmd TN diIdowaon e
AguKoBopivn, XPNOIUOTIOIEITaI Oav &éva HPEPOG TNG BepaTtreiag aoBevwov PE Wn HETACTATIKO
00TEOTAPKWHA.

H Baoik apxn yia tn Bepatreia pye uwnAég ddoeig pebotpe€dtng PBaciotnke oTtnv 10€a TNG
ETTIAEKTIKNAG DIA0WONG PUCIOAOYIKWYV 10TWV PE AeukoBopivn. Mo TTpdéc@arta aToixeia deixvouv
OTl uynAég O00eIg PEBOTPEEATNG WTTOPOUV ETTIONG VA UTTEPVIKACOUV TNV QvToxr oTn
MEBOTPEEATN TTOU TTPOKAAEITAI ATTO UEIWON TNG EVEPYNTIKAG METAPOPAGS, HEIWON TNG OUYYEVEIQG
Me 1o €vqupo "avaywydon Tou d108po@UAAIKOU 0E£0G", augnuéva eTTiTTeda TnNG avaywydaaong Tou
OIUOPOQUANIKOU  0f€og TTOU  €ival  OTTOTEAEOHA  YEVETIKAG evioxuong, R Meiwon  TNG
ToAuyAouTapiviong Tng peBotpe€drng. O akpIfrg unxaviopog dpdaong dev gival yvwaoTog.

AUO peAéteg o TTaidId pe Oykoug (Mia TuxaloTroinuévn Kal pia pn TuxaioTroinuévn) €dsifav
onuavtik BeATiwon oTtnv emBiwon Xwpig UTTOTPOTTIEG O OOBEVEIG PE PN PETAOTATIKO
00TE00dpPKWHA, OTav UWPNAEG dooeIg peBoTpeEdTng Kai Beparreia didowong pe Acukofopivn
XPNOIJOTTOINONKAV 0€ CUVOUAGCHO e GAAO XNUEIOBEPATTEUTIKA QAPHOKA PETA TN XEIPOUPYIKA
EKTOUNA TOU apxIKoUu Oykou. O1 peAETeG auTég dev axedidaTnkav yia va atrodeifouv Tnv €10IKNA
ouvelopopd Tng Bepatreiag e uwnAég dooeig peBoTpeCdTng/diaowaong pe Aeukofopivn oTnv
ATTOTEAECUATIKOTNTA TOU oUVOUOGoU. MapdAa auTd, YTTOPOUHE VO CUUTTEPAVOUNE OTI UTTAPXEI
TETOIQ QUVEICPOPA aTTO TIG AVAPOPESG AVTIKEIUEVIKAG avTaTTOKpIoNng aTn Bepartreia, acBevwv e
METOOTATIKO OOTEOCAPKWHA, KAl OTTO TIG AVAPOPEG EKTETAUEVNG VEKPWONG TOU OYKOU LETA aTTo
TTPOEYXEIPNTIKA XOPAYNON TNG BepaTTeiag auTiG o€ A0BEVEIG PIE PN PETOOTATIKO OOTEOTAPKWHA
(BAETTE TTOP.5.2 DapPAKOKIVATIKEG 1IB10TNTEG, ATTOBOAR).

5.2 QappuaKOKIVNTIKEG I810TNTEG

Ammoppoenan

¢ evilikeg, n amroppdenon atrd 1o oTéua @aiveTal va gival d00o0-eEapTwpevn. Ta péyioTa
emmimeda o010 TTAAOPA €TITUYXAVOVTAI PE€Ca Ot pia €wg dUo wpeg. 2e dooeig 30 mg/m2 n
AiyéTepO, N peBoTpetdtn atroppo@dral yevikd KaAd pe péon Biodiabeoipétnta epittou 60%. H
ammoppdépnon Twv décewv TTou uTrepPaivouv Ta 80 mg/m2 givar onuavtikd Aiyétepn, mlavwg
AOGYW KOpeTHOU.

21a TTaIdid pe Aeuxaiyia, n atroppoenon atrd To OTOPA QaiveTal 0TI gival ©000-£EQPTWHEVN Kal
TTOIKIAAEI TTOAU (23% - 95%). 'Exel avagepBei 20TAGoIa diagopd YeTAEU Twv UWPNASTEPWY Kal
xaunAétepwv emmédwy (Cmax: 0,11 éwg 2,3 micromolar, pyetd amd déon 20 mg/mz). ‘Exel
etTiong avaeepBei onuavTikr dila@opd PeTagl Twv ATOPWY GO0V aPopd OTO XPOVO TTOU KAVEl TO
(GAPMAKO yIa va @TACEl 0Tn PeyoAuTepn ouykévipwon (Tmax: 0,67-4 wpeg YeTd aTTd Pia ddon
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15 mg/mz) KOl 0TO KAGOopa Tng 660ng TTou atmoppo®ronke. 'Exel avapepOei 6T n ammoppoenan
060cwv peyaAUTepwy amd 40 mg/m® eivar onuavTika HIKPOTEPN OO TNV amoppoenan
XAMNASTEPWY BOTEWV.

H Tpo@n kaBuoTepei TNV ammoppdPnon Kal EAATTWVEI Ta ETTITTEdA TNG PEYIOTNG CUYKEVTPWONG.
levikd, n gEBOTPEEATN ATTOPPOPATAI EVIEAWG ATTO TNV TTAPEVTEPIKI 000 Xopriynong. MeTd ammo
€VOOUUIKN €veon, T YEYIOTA eTTITTEdA OTO TTAAOHA gu@avifovTal o 30-60 ATTTA.

Omwg kal oTa TaIdId pe Asuxaipia, £xel ava@epBei peydAn diakupavon HPETAEU Twv aTtoPwy,
OTIG OUYKEVTPWOEIG NeBOTPeCATNG OTO TTAGOUA, O€ TTaIdIG PE VEQVIKI] PEUUOTOEIDN apBpiTida.
Metd Tn xopriynon peBoTpeEdtng amd TOu OTOPOTOG O 00celg ammd 6,4 éwg 11,2
mg/mzlaﬁéopdécx oc TaIOIG PE VeEQVIK PeupATOEIdr] apBpimida, oI PECEG TIUEG Twv
OUYKevTpwoewv oTo opd ATav 0,59 micromolar (diakupavon amd 0,03 €wg 1,40) o 1 wpa,
0,44 micromolar (diokUpavon ammé 0,01 éwg 1,00 o€ 2 wpeg), kai 0,29 micromolar (diakuuavon
0,06 €wg 0,58) oe 3 wpeg. Ze TaIdIG TToU AapPdavouv peBoTPeEATN yia Oggia AEU@OKUTTAPIKN
Aeuxaipia (6,3 €wg 30 mg/mz) N yIa VEQVIKN peupaTocidr] apBbpitida (3,75 £wg 26,2 mg/mz) o]
TEAIKOG XpOVOG NuICwNG avagEépdnke va kupaivetal atd 0,7 £éwg 5,8 wpeg i amd 0,9 éwg 2,3
WPES avTioTOIXA.

Karavoun

MeTa ammd evOo@AEBIa xopriynan, 0 apxikdg Oykog katavoung eival Trepitrou 0,18 I/kg (18% Tou
Bapoug cwuaTog) Kal 0 6yKOoG Katavoung o€ otabepotroinuévn katdoTaon eival mrepitrou 0,4-
0,8 I/kg (40% - 80% ToU Bapoug cwuaTog).

H pebotpe€drn avraywviletal TIG avayxdeioeg pifeg Tou QUAAIKOU OEEOG YIO TNV EVEPYNTIKN
METOQOPA BIa HEGOU TWV KUTTAPIKWY PEUPRPAVWV HECW Wiag evepyoug d1adikaoiag HETAPOPAs
ME éva POVO HETAPOPEQ. Z€ OUYKEVTPWAN OTO TTAACOPA peyaAutepn amd 100 micromolar, n
madnTikn di1axuon €ivalr n onuavtikotepn dIadIKagia Pe TNV OTToia YTTOPOUV va ETTITEUXOOUV
QATTOTEAECHATIKEG EVOOKUTTAPIKEG OUYKEVTPWOEIG. H peBoTpegdTn oTOoV 0pd €ival ouvoedepuévn
pe Tpwreiveg katd 50% Trepittou. EpyaoTtnpiaokég PEAETEG aTTOBEIKVUOUV OTI MUTTOPEI va
EKTOTTIOOET aTTd TO ACUKWPOTA TOU TTAAOUATOG KAl OTTO TTOIKIAEG EVWOEIG OTTWG TOUAPOVAIDEG,
OOAIKUAIKG, TETPAKUKAIVES, XAWPAN@AIVIKOAN, KAl QaIvuToivn.

H pebotpefdtn oe BepatreuTikéG dO0eIg Oev dIATTEPVA TOV QIUATOEYKEPOAAIKO @payud otav
Ooivetal ammd TO OTOMA 1 TTAPEVTEPIKA. YWNAEG OUYKEVIPWOEIG TOU @QAPUAKOU OTO
eyKeQaAAovwTIaio uypd Ptropei va mmTeuxBolv Je evdoppayiaia XopAynan.

2TOUG OKUAOUG, Ol GUYKEVTPWOEIG OTO evOoapBpIkG uypd UaTepa atrd xoprnynon tng 66ong
atd 10 oTOua ATAV UYNASTEPESG OTIC aPBPWOEIS HE PAEYUOVA, aTTO OTI O AUTEG XWPIG. Av Kal
Ta 0OAIKUAIKG Ogv eutrodifouv auTh Tn dlatrepaTdTNTA, TTPOoNyoUlevn Bepartreia pe pedvifovn
eNATTWOE TN OIATTEPATOTNTA OTIC APBPWOEIS YE QAEYUOVA OTO ETTITIEO0 TWV QUCIOAOYIKWV
apBpwoewv.

MeraBoAioudc

Metd amd Tnv atmoppd®naon, n HEBOTPELATN ugioTaTal NTTATIKG KAl EVOOKUTTAPIKO YETABOAICUO
0¢ TTOAUYAOUTQUIKEG HOPYEG Ol OTTOIEG UTTOPOUV VO PETATPATIOUV Of€ MEBOTPELATn ME
USPOAUTIKA évlupa. Autd Ta TTOAUYAOUTOUIKA Opouv w¢G avaoToAeig TnG S106PO@UAANIKAG
avaywyaong Kai TnG BUPIBUAIKAG ouvBeTdong. MiKpEG TTOOOTNTEG TWV TTOAUYAOUTOUIKWY ThG
pEBOTPEEATNG JTTOPEl va TTapapeivouv OToug I0TOUG YIO TTOPOTETAPEVEG TTEPIGdOUG. H
KATaKPATNON KAl N TTOPOTETAPEVN (QOPUOAKEUTIKA OpACN TWV EVEPYWV QUTWV METAROAMITWYV
TToIKIANOUV PETAEU TWV BIAQOPWYV KUTTAPWYV, I0TWV KAl OYKWV.

‘Eva pikpd 1Ooc00TO ptTopEl va peTaPoMioTel o€ 7-udpofuueBoTpetdrn oOTIG dOCEIC TTOU
ouvnBwg xopnyouvtal. H ocucowpeuon autoU Tou PETAROAITN PTTOPED va gival onuavTikh oTn
Bepatreia uPnAWVY dO60EWV TTOU XPNOIUOTTOIOUVTAl OTO OOTEOYEVEG OApKwUa. H diaAutdTnta
TNG 7-udpotupueBoTPEEATNG O0TO VEPO gival 3-5 @opég xaunAdtepn atmd Tnv apyikr oucia. H
pEBOTPECATN peTaBoAileTal ev pépel atrd TNV eviepikr] XAwpida PeTd atmmd xopriynon amo 1o
aTopa.

Huirepiodo¢ {wn¢
H 1eAIki nuirepiodog CwNAg TTou €xel avagepBei yia Tn peBoTpegaTn civar repitrou 3 €wg 10
WpPES yia aoBeveic TTou Aaufdvouv Bepartreia yia ywpiacn, A peupaTocidr apbpitida A XaunAn
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060N avTiveoTTAaopaTikAg Bepartreiag (Aiyotepo amd 30 mg/mz). lNa aocBeveig Tou AauBavouv
uynAég 060¢€Ig peBOTPELATNG, N TEAIKN NUITTEPIOdOG CWNG cival 8 £éwg 15 WpEG.

e TTaidid TToU Aaufdvouv peBoTpeCdTn yia ofeia Aep@okuTtapikn Asuxaipio (6,3 €wg 30
mg/mz) f yla VEaVIKN peupartosidn apBpimida (3,75 €wg 26,2 mg/mz) 0 TEAIKOG XPOVOG NUICWNAG
avagEpinke 6T kupaivetal atré 0,7 €wg 5,8 wpeg 1 0,9 £wg 2,3 Wpeg avTioToixa.

AmoBoAn

H amoBoAn atrd Toug veppoug eival n onuavTikoTeEPn 000G aTTOROANG Kal eEapTATal OTTO TN
doooAoyia kal Tov TPOTTO XoprRynong. Me Tnv evoo@AEBia xopriynon, atroBAAAETal avaAACiwTO
oTa oupa péoa o€ 24 wpeg 10 80% - 90% TnNG xopnyouuevng doong. YTTAPXEl TTEPIOPICHUEVN
atoBoAf] ammd Ta xoAn@oépa trou utroAoyiCetar o€ 10% 1) Aiydtepo TNG xopnyouuevng d0ong.
Ocwpeital OTI UTTAPXEI EVTEPONTTATIKA KUKAOQOpia TNG peboTtpetdrng.

H atrékkpion O10 Twv VEQPWV YIVETAI JE OTTEIPANATIKR OINONCN KAl EVEPYNTIKA CWANVOPIAKNA
atrékkpIon. Mn-ypauuIKi peiwon Adyw KOPETHUOU aTTd TNV ETTAVAPPOPNCT OTTO TO VEQPPO EXEI
TapaTtnenBei 0 Wwplaoikoug aoBeveic oe dooelg 7,5-30 mg. Meiwon TG veQPIKAS
AgiToupyiag, kal TTapAAANAN XpAon @apudkwy OTTwg Ta acBev opyavikd oféa, TTou €Tmiong
ugioTavTal CWANVOPIOKA OTTEKKPION, MTTOPOUV va QUENOOUV ONUAVTIKA Ta ETTITTEdA TNG
peBoTpedtng oT1o TAdopa. ‘Exel avagepBei dpiotn cuoxétion peTafu Tng kabapong Tng
peEBOTPEEATNG KAl TNG KABAPONG TNG evOOyeEVOUG KPEATIVIVNG.

O pubudg kabapong NG pEBOTPELATNG TTOIKIAAEI TTOAU KOl g€ uPnAOTEPEG DOTEIG €ival YEVIKA
pelwpévog. H kabuaTtepnuévn kKdBapaon Tou Qapudkou €XEl avayvWPIOTEN oav €vag atrd Toug
MO ONUAVTIKOUG TTapdyovTeg TToU gival utreUBuvol yia Tnv TogIKOTNTA Tou. EkTiydrar 6t n
TOEIKOTNTA TNG MEBOTPEEATNG OTOUG QUOIOAOYIKOUG I0TOUG €EQPTATAI TTEPICTOTEPO ATTO TN
O1dpKela TNG €kBeaNG OTO PAPUAKO TTAPG aTrd Ta PEyIoTa eTiTreda TTou emiTuyxdvovTtal. Otav
évag aoBevAg éxel emBpaduvon TNG ATTEKKPIONG TOU QAPUAKOU AOYW KATACGTAAUEVNG VEQPIKAG
AeiToupyiag, dIRBnoNg o€ TpiTOUg XWPoug, A ammd AAAEC QITIEG, Ol CUYKEVTPWOEIS TNG
pEBOTPEEATNG OTO TTAGCOUO PTTOPEI VO TTAPAMEIVOUV AUENUEVES VIO TTAPATETAUEVES TTEPIODOUG
(BA. ka1 TTap.5.2 ®apuakokIvnTIKEG 1I810TNTEG, ATTOPPOPNON).

H mBavotnTa 10gIKOTNTAG Adyw Xoprynong MeyaAng doéang rf empBpdduvong Tng atroBoAng
ENATTWVETAI JE TN XOpRynon AsukoBopivng Katd Tn dIApPKEIQ TNG TEAIKNAG @ACNG TNG ATTEKKPIONG
NG MEBOTPELATNG aTTd TO TTAGOUA.

O @apuaKoKIVNTIKOG EAEYXOG TWV CUYKEVTPWOEWY TNG PEBOTPEEATNG OTO TTAGOUA PTTOPEI va
BonBroel oTO va avayvwpioTouv ol aoBeveig ekeivol TTou BpickovTal o€ HEYaAUTEPO Kivduvo yia
TOEIKOTNTA aTTd pEBOTPEEATN KAl va BonBroel atov KAatdAANAo kaBopioud Tng d6ong TnG
AgukoBopivng.

KaTeuBuvTrpIeg YPOUMES Yia EAEyXO Twv €MITTEdWYV TNG PeEBOTPEEATNG OTO TTAGCMA, Kal yid
puBuion TNG doooAoyiag TNG AeUKOPBopPIvNG TTPOKEINEVOU Va PEIWBET 0 Kivduvog TnG TogIKATATAG
NG MEBOTPELATNG, TTapaTiBevTal 01O KEPAAaio “AocgoAoyia kal TpdTTog Xoprynong”.

H pebotpefdTn €xel aveupebei oTo PNTPIKG YAAa. H peyaAuTepn ouykévipwan TTou Bpédnke
TOTE 0TO aAvBpwWTTIVO YAAa évavTi Tou TTAGouaTog ritav 0,08:1.

Emidpaon tng tpoeng
H Biod1aBeciydoTnTa TNG XOPNyoUuEvNG atmd To OTOPO PEBOTPECATNG eV EAATTWVETAI PE TNV
TPO®N Kai n YeBoTpeEdTn PTTopEi va xopnynBei aveEdptnta atmo Ta yeduaTa.

5.3 MpokAIvikd dedopéva yia TNV ao@AAgia

Kapkivoyéveon, ustarraéioyévean kai yovidiotoikotnra

Kapkivoyéveon: Aev uttdpxouv oToixeia atrd eAeyXOUEVEG HEAETEG OTOV AVOPWTTO, OXETIKA UE
TOV Kivduvo veottAaciag atrd Tn ueboTpearn.

H pebotpedmn éxel afiohoynBei o€ apKeTEG PEAETEG pE WA YIA KAPKIVOYOVO OUVAMIKG WE
ATTOTEAETUATA W ETTAPKN.
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Mapoého TTOU uTTApyouv €eVvOEiEelG OTI N PeBOTPEEATN TTPOKAAE XpwpoowuIK BAGRN oTa
OWMATIKA KUTTOPO TwV WwWV KAl 0Ta KUTTapa Tou JUEAOU Twv 00TWVY Tou avBpwITou, N KAIVIKA
ONUOCia TWV EUPNPATWY AUTWY TTOPAUEVEI ACAPAG.

Mn Hodgkin Aépgwpua kai GAAa veoTTAdopaTa €xouv avaepBei oe aoBeveig TTou Aappdavouv
XOUNAéG d6aelg peBoTpeCdTng amd 1o oTOUA. YTTAPXOUV OUWG TTEPIOTATIKG OTTOU KOKONBEG
AEpQwpa egpavioTnke KaTd Tn BepaTtreia pe xapnAr docoloyia peBoTpedTng Kai TO0 OTT0i0
UTTOXWPENOE TEAEIWG PE TN DIAKOTIH TNG PEBOTPEEATNG Xwpig va xpelaoTei BepaTreia katd Tou
AEPOWUOTOG.

H peBoTpedrn TpokaAei euBpuoToIkOTNTa, EKTPWON, Kal BAGBeg oTo £UPBpuo Tou avBpwITTou.
‘Exel €miong ava@epBei OTI TTPOKOAEI  UTTOyoVINOTNTA, OAIyOOTTEPUIa Kal diatapaxr Tng
eMPNvoppuciag o€ eviAikeg aoBeveig, katd Tn OIApPKEID TNG Bepatreiag Kal yia pia gUvToun
TTEPIOdO PETA TN BIAKOTTH TNG.

MNa Toug AGyoug auToug TTPETTEI va UTTOAOYIOTEI TO OQEAOG £vavTl Twv TMBAVWY KIVOUVWVY TTPIV
xpnoigotroinBei n yeboTpeEdTn wg povobepaTreia 1 o€ ouvduaoPo Pe GAAA QAPUOKA, EIOIKA
oTa TTaIdIA KAl TOUG VEAPOUG EVIAIKEG.

6. PAPMAKEYTIKEZ NAHPO®OPIEZ

6.1 KardAoyog ekdOXwv

6.2 AocuparoTnTeg

‘Exel avagepBei 611 n peboTpedrn sivar acUuuBartn pe cytarabine, fluorouracil kai prednisolone
sodium phosphate. Qot6c0 n acupBartétnTa Tng pe Tnv fluorouracil €xel au@ioBnTnBEi. Exel
avagepBei 0TI TO didAupa peBoTpefdTng sodium pe cytarabine kar hydrocortisone sodium
succinate oe diIdgopa uypd €yxuong eivar cuuBaTtd ammod OTITIKAG TTAEUPAG yia TOuAdyioTov 8
wpeg oToug 25 °C, TTapdT TTapaTnenonKe iCnua KaTa TNV atToBnKeUo yIa TTOAAEG NUEPEG.

6.3 Aldpkela (WA

6.4 I31aiTepeg TTPpOQUAGEEIG KaTd TN @UAAEN TOU TTPOIOVTOG
6.5 ®UoN KAl CUCTATIKA TOU TTEPIEKTN

6.6 Odnyisg xpRong/xeipicpou

Xeipioudg
Ta dropa TToU £pxOvVTal O€ AP YE AVTIKAPKIVIKA @Apuoka ) epydlovTtal o€ Xwpoug 61Tou

YiveTal xprion TETOIWY QAPPAKWY YTTOPET VO UTTOOTOUV €KBEON OTA OKEUdoUATa QUTA PECW TOU
aépa A péow armreuBeiag emaeng pe YoAucopéva ammd Ta eAappaka avtikeigeva. Or duvnTikég
aApVNTIKEG CUVETTEIEG YIA TNV UYEIQ PTTOpOUV va TTEPIOPICOOUV PE TN CUPPOPQWON ME TIG
Oladikacieg Twv 16pUPdTWY OTTOU BIAKIVOUVTAl Ta (PAPMOKA aAUTA, HE TIG ONUOOCIEUNEVEG
KATeUBUVTAPIEG odnyieg Kal PE TOUG IOXUOVTEG TOTTIKOUG KOVOVIOPOUG yid TNV TTOPACKEUN,
XopAynon, METaQopd Kal amméppiyn €TMIKIVOUVWY QAPPOKEUTIKWY OKEUAOUATWY. Agv UTTAPXEI
YEVIKA OUP@WVIA yIa TO KATé TTOOO OAEG Ol EVOEIKVUOUEVEG OTTO TOUG KAVOVIOPOUG dladikaaieg
gival atmapaitnTeg 1 KATAAANAEG.

Apaiwaon Twv evéoiuwy SITAUUATWY
Eav eival emBuunté 10 d1dAUPa uTTopEi va apaiwBei TTpiv Tn XpAon Je éva KatdAAnAo oTeipo
MEOO Xwpig ouvTnpENTIKG 6TTwG 5% Dextrose Solution, i evéoiyo NaCl.

7. YOEYOYNOZ KYKAODOPIAZ

8. APIOGMOZ & HMEPOMHNIA AAEIAY KYKAO®DOPIAX

9. HMEPOMHNIA TEAEYTAIAZ ANAOEQPHZHZ TOY KEIMENOY:
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3. To ®UAo Odnyiwv yia To XpAOTN QOPUOKEUTIKWY TTPOIOVTWY  TTOU TTEPIEXOUV OPACTIKO

ouoTaTikO METHOTREXATE SODIUM opiCetal wg €€AG:
DYAAO OAHIIQN IMNA TO XPHETH
1. MPOZAIOPIZMOX ®APMAKEYTIKOY MPOIONTOZ
1.1 Ovopaoia:
1.2 Z0v@eon: ApacTikn ouadia:

‘Exdoyxa:

1.3 DappOKOTEXVIKN HOopP®PN

a) Aiokia

B) Evéaipo didAupa

y) AidAupa yia éyxuon

1.4 MNePIEKTIKOTNTA O SPACTIKN oUTia
1.5 MNeprypaen - Tuokeuaoia

1.6 PappaKOBEPATTEUTIKA KATHYOpPIX
AvTiveoTTAaopaTikd — avoookataoTaATIkG (Kwdikog ATC: LO1BAO1T).

1.7 YmreuBuvog KukAogopiag

1.8 NapaokeuaoTég

2. TINPENEI NA TNQPIZETE I'lA TO ®APMAKO INMOY ZAZ XOPHI'HZE O INATPOZ ZAZ

2.1 Tevikég TTANpo@opicg

H pebBotpetdtn avaoTéAAEl TNV avaywydon Tou d1idpo@UAAIKOU 0&éog. O1 SIUSPOPUAAIKES pileg
TPETTEl va avaxBbouv o€ TeTpaldpo@UAANIKES PiCeG PE TO TTAPATTAVW £VIUNO TTPOTOU PTTOPETOUV
va XPNoIPJoTToINBoUv oav PETAPOPEIG TwWV POovoavepakiKwy opddwv yia Tn olvBeon Twv
TTOUPIVIKWY VOUKA£OTIOIwWV Kal pifwv Bupidivng. Me autév Tov TPOTTO n  HeEBOTPELATN
TTapeuBANAeTal otn ouvBeon Tou DNA, Tnv emdiépBwon Kal avTiypa@pr Twv VOUKAEOTISIWV.
‘Evrova 1ToAAaTTAaGIofOpEVOl I0TOI OTTWG Ta KAKONBONn KUTTOPA, O MUEAOG Twv OCTWV, TA
EMPBPUIKA KUTTApPA, O OTOUATIKOG KOl EVTEPIKOG BAevvoyovog, Kal Ta KUTTAPA TG oUupodoxXou
KUOTNG, €ival 0€ YEVIKEG YPAUMES TTIO euaioBnTa o€ auTth Tn Opdon TnG HEBOTPEEATNG.

Otav o0 KUTTapIKOG TTOAAATTAQCIOONOG GTOUG KOKOABOEIG 1I0TOUG gival HeyaAUTEPOG ATTO OTI OTOUG
TTEPICOOTEPOUG PUTIOAOYIKOUG 10TOUG, N PeBOTPEEATN, PTTOPEI va €AATTWOEI EKAEKTIKA TOV
TTOAATTAQCIGoUSG TwV KAKONBWV KUTTApWVY XWwpPig va TTpoKaAéoel povipeg PAAPeg o€
puoloAoyikoUg I0ToUG.

O unxaviouog dpdaong otn peupaTocidn apBpimida gival dyvwaoTog, uTropei va mmdpd a1
QavoooTTOINTIKG oUaTNUa. H peboTtpeCdtn xpnoiyoTToIEiTal €iTE WG povoBepaTTEia €iTe WG
OuVvOUaONOG hE GAAeG BepaTreieg. H peBoTtpe€dtn xapakTnpifeTal wg avTIpEUPATIKO GAPUAKO
TTOU TPOTTOTTOIEI TN VOGO OTn BepaTreia TG peupaTogidoug apbpiTidag.

21N ywpiaon, o pubuog TTapaywyrig Twv emMONAIOKWY KUTTAPpWVY OTO dépua gival augnuévog,
og ouykpion JE To QualoAoyikd déppa. H diagopd authy aToug pubuoulg augnong cival n paon
yla TN XPrion Tng HEBOTPEEATNG OTOV £AEYXO TNG WWPIOOIKAG dlEpyaaiag.

2.2 Evoeigelg

NeomAaouarikéC voool

H peBoTpefdTtn ouvioTdral aTn BepATTEIa TOU XOPIOKAPKIVWHUATOG, TOU KATACGTPOPIKOU
(destruens) xopioadevwpartog, kail TNG udaTidIKNG HUANG. ZTnVv ogeia Aeu@oBAACTIKA Acuxaipia,
n peBoTPECATN oUVIOTATAI YIa TNV TTPOPUAAEN aTTd TN AEUKOKUTTAPIKA d1InBnan (Asuxaiuia) Twv
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MNViyywv Kal xpnolgoTroleital wg Bepartreia ouvTipnong o€ ouvouaouo he GAAa
XNMeIoBepaTTeEUTIKG OKeudopaTa. Etiong n yebotpegdrn evdeikvutal oTn Beparreia Tng
AEUXQIMIOG TWV PNViyywv.

H peBotpefdrn xpnoiyoTroiital yévn i o€ cuvOUAOUO PeE GAAO QVTIKOPKIVIKA QApUaKa OTn
Bepatreia TOU KOPKiVOU TOU HOOTOU, TWV ETTIOEPUOEIdWV KOAPKIVWV TNG KEPAAAG Kal TOu
TPpaxnAou, oTnV TTPOXwWPNHEVN OTTOYYOEIBN JUKNTIAON, KAl OTOV KAPKivo Tou TTveUpova, €10IKA
OTO MIKPOKUTTOPIKO Kal TOV €K TTAGKWOWV KUTTAPWY, OTA E€TMONAIOKG KOAPKIVWUATO TOU
O£pPATOG, GTOUG OYKOUG TOU €YKEPAAOU, OTO pafdopuocdpkwua, ata un Hodgkin Asppwuata
Kal To Aéppwpa Burkitt.

H peBotpeldmn oe uwnAég dOoeIg TToU cuvodeleTal ammd AcukofBopivn Kal o€ GUVOUAOUO ME
GAAO XNMEIOBEPOTTEUTIKA OKEUAOHATA E€ival ATTOTEAECHATIKA OTNV TTOpATOon NG £mMBiwong
XWPIG UTTOTPOTIEG Ot QaO0BEVEIG PE PN PETAOTOTIKO OOTEOCAPKWUO TIOU £XOUV UTTOOTEI
XEIPOUPYIKA EKTOURA TOU OYKOU | aKpwTNPIaoHO.

Ywpiaon

H peBoTpe€drn evdeikvutal OTO CUPTITWHOTIKO €AEyXO TNG PaApIdg HOPEPRG avOEKTIKAG
Yywpiaong, TTou TTPOKAAET avaTtrnpia Kal n oTroia Ogv avTATTOKPIVETAI ETTAPKWG O AAAEG HOPPES
Bepatreiag, epocov n didyvwaon €xel emPBePaiwdei, e Proyia N Kal YeTA ammd depUATOAOYIKO
éAeyxo. Eivar onuavTtikd va BeBaiwBei o011 Tuxov "é€apon” Tng wwpiaong dev o@eileTal o€ un
dlayVWOPEVN CUVUTTAPXOUTA VOO O TToU £TTNPEALE! TIG AVOTOTTOINTIKEG AVTIOPACEIG.

Peuparoesidnic apBpitida ouutrepiAaupavouévng e veavikng psuparogidous apBpiridag

uE TOAUapPOpIKA TTPOCBOAN

H pebotpetdtn ouviotatal oTn Bepatreia opIopEVWY evNAIKWY UE Bapid, EvEPYO, PEUUATOEION

apBpimda (kpipia ARA) ol oTroiol TTapoudiocav pn €TapKA BepatreuTikn amavinon i

duoavelia og

iii}) Bepatreia TPWTNG YPOUUAG WE TIANPEIG OOCEIC PN OTEPOEIDWV AVTIPAEYUOVWDWV
(MZA®) kai

iv) BepaTtreia pe €va | TTEPIOCOTEPA AVTIPPEUMATIKA @QAPUOKA TTOU TPOTTOTToIOUV N
eTTNpeadouv Tnv €£EAIEN TNG vooou.

H aommipivn, Ta pn otepocidn avTiAeypovwdn i Kal Ta oTepoeldr) ae XaunAr docoloyia

MTTopoUv va cuvexioToUv, av Kal n meavotnta augnuévng TogikdTNTag YE TNV TTAPAAANAN

xprion MZA® TreplAapfavopévwv Twv OOAIKUAIKWY Oev €xel epeuvnBei TTANpwg (BAETTe

MpouAdgeig, ANNAemIdpdaoeig Papudkwv).

Ta oTepoeldr) uTropolv va peiwBolv oTadlakd o€ aoBeveEiG TTOU TTAPOUCIAfouV avTaTTOKPION
oTn PEBOTPEEATN. ZuvOUaOUOG TNG HEBOTPECATNG YE XPUOO, TTEVIKIAAQUIVN, udpofuxAwpOoKivn,
oouA@acaAadivn, ) KUTTapoTOgIKA, dev £xel HEAETNOEI Kal uTTopEi va augnoel Tig avemBuunTeg
evépyeleg. H avamauon kai n @uoioBeparreia Pmopolv va CuveXIoTOUV, CUPQWVA HE TIG
odnyieg Tou 1aTPOU.

H pebotpetdrn ermiong evOeikvuTal OTn VEQVIKA PEUPOTOEId apBpiTida pe TTOAUAPOPIKN
TTPOCROAN.

2.3 Avrevdeiteig

Kunon kai yahouyia (BAETTe TTap. 2.4).

AcBeveig pe yvwoTn uttepeuaiodnaia otn neBOTPEEATN i O€ OTTOIOOATTOTE ATTO TA EKOOXA AUTOU
TOU Qapudkou dev TTPETTEI va AauBdvouv To APUaKO.

AcBeveic ye ywpiaon f pe peupatocidn apbpitida Kalr aAKOOAIOHS, vOGO TOU ATTATOG ATTo
QAAKOOAITHG 1] AAAEG XPOVIEG TTABNOEIC TOU ATTATOG, Oev TTPETTEI va AauBavouv
peBoOTPEEATN.

AcBeveic pe ywpiaon n peupatoeidn apbpitida TTou £Xouv KAIVIKA ) €pyacTnpiokd aToIXEia
OUVOPOUOU AVOCOQVETTAPKEIOG OEV TTPETTEI va AABAvVOUV HEBOTPEEATN.

AcBeveic pe wwpiaon A peupaTtocldr] apbpitida TTou €xouv TTPOUTTAPXOoUCa OUCKPACia Tou
aigaTtog, OTwG uTToTTAACcia TOu HUEAOU TwWV 00TWYV, AgukoTTevia, OpoufokutTapoTrevia A
ooBapny avaigia, Oev Tpémel va AauBdvouv peBotpe€dtn (BAémre map. 2.4 Eidikég
TTPOEIBOTTOINCEIG Kal TTPOPUAGEEIS KaTd TN Xpron, Aiua).
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2.4 E131kéG TTPOEIDOTTOINCEIG KAl TIPOQPUAASEIS KATA TN Xprion

lposidomoijoeig

H peBotpetdtn TpETTel va xpnoiyoTrolEiTal pévov ammod 1aTpoUg, Ol OTToiol €X0UV YvVWaon Kal
EUTTEIPIO OTN XPAON TWV QVTIMETABOAITWV.

‘Exouv ava@epBei Bavatn@opeg TOEIKOTNTEG OXETICOPEVEG PIE AKOUOIO KaBnuepivi d6an avTi yia
eBdopadiaia, 1IBIaiTEpa o€ NAIKIwPEvoug aoBeveig. O1 aoBeveig TTPETTEl va gival eVAPEPOI yia TN
onuacia TNg CUPPOPPWONG OTIG ANYEIG Jia @opd Tnv £BOoPAda yia TNV PEUUATOEIDN apBpiTIda
Kal TN ywpiaon.

O ouvtayoypdwv IaTPAG UTTopEi va kabopioel TNV NUEPa TNG ANYNG oTn GuvTayn.

‘Exouv avagepBei Bavatn@opeg ToLIKOTNTEG TTOU OXeETICovTal Pe AGBOG uTroAoyiopd Tng
evOOQAEBIaG Kkal evdoppaxiaiag xopAynong. [Mpémer va divetal €1OIK TTPOCOXH OToV
utroAoyioud Tng d6ongG.

E€airiag Tng mOavétnTag cofapwv ToSIKwv avTiIdPAcEwv (Ol OTTOiEG WTTOPEl va gival Kal
BavaTneopes) N PEBOTPELATN TTPETTEI va XPNOIPOTIoIEiTal udvo o€ ETTIKIVOUVEG yia Tn Cwn
veoTTAaoieG 1 o aoBeveig pe wwpiaon r peupatoeldr apBpinida étav n véoog eival Bapid,
QVOEKTIKN), ETTIQEPEI avaTTNPIa Kal OV £XEI AVTOTTIOKPIOE ETTAPKWG O€ AAAQ €idn BeparTreiag.
‘Exouv avagepBei Bdvator katd Tn xprion Tng peBoTpe€dtng oTn Bepatreia kKakonBwv
voOonuatwy, ywpiaong, Kal peupatogidols apbpiTidag.

O1 aoBeveig TpéTTel va TTapakoAouBolvTal guxvd yia TUXOV TOEIKOTNTA GTO PUEAD TWV OCTWY,
TO ATTAP, TOUG TTVEUPOVEG KAl TOUG VEQPOUG.

E€aitiag TNg mBavoeTnTag coBapwv TOEIKWY avTIOPATEwWY, 0 A0BEVAG TTPETTEI VA EVNHEPWVETAI
atrd 10 yIaTPo yia Toug TBavoUg KIvOUVOUG Kal TTPETTEI va BPICKETAI KATW OTTO OUVEXT] 1ATPIKA
TTapakoAoudnan.

H xopriynon uwnAwv 00ccwv pEBOTPEEATNG TTOU OUVIOTATOI OTO OCTEOCAPKWHO OTTQITET
evTaTIKr @povTida (BAETme AogoAoyia kar Xopriynon). H xopriynon uwnAwv 00Ccwv yIa AAAEG
VEOTTAAOMOTIKEG VOOOUG PPIioKETAlI O €PEUVNTIKO OTADIO Kal Oev £xel aTTodeIXOei KavEva
BePATTEUTIKO TTAEOVEKTNHA.

‘Exel avapepBei 0TI n peBoTPeCATn TTPpOoKAAEi BAvaTo Tou guBpuUou f/Kal CUYYEVEIG avWHAAIEG.
‘Etol Aormmdv, dev OuvioTATal yia T Beparreia VEOTTAAOUOTIKWY VOOWV O€ YUVQIKEG TTOU
BpiokovTal Oo€ avammapaywyikn nAIKia €kTOG €4v UTTAPYXOUV Oa®R I0TPIKA OToIXEia OTI Ta
TTPoadoKwHEVA 0PEAN avTioTabuifouv Toug MBavoug Kivduvoug. 'Eykueg aoBeveig ye ywpiaon
N peupaToeldn apBpimida dev TTpETmel va Aapavouv peBotpegdrn (BAETTE TTap.2.3 AvTevDEiEelqg).

Omwg Kar GAAa KUTTOPOTOEIKA QAPUAKa, N HeBOTPECATN PTTOPEI va TTPOKAAECEI «TUVOPOUO
AOoewg Oykou» og aoBeveig e TaxEwg autavopevoug oykoug. KatdAAnAa uttooTnpIKTIKG Kal
PAPUAKOAOYIKA PETPO UTTOPET va TTPOAGROUV i} va eAa@pUvouv auTh TNV MITTAOKN (BAETTE TTOP.
2.9 AvemmBUuNTEG EVEPYEIEG).

‘Exouv ava@epBei ooBapég, o€ OPIoUEVEG TTEPITITWOEIG BavaTnPopeg, OEPUATIKEG aAvTIOPATEIG
OTTWwG ouvdpouo Stevens-Johnson, TOEIKN €MOEPUIKN veEKpOAuan (cuvdpopo Lyell), petd amoéd
e@armag | TToANaTTAéG BO0E€Ig HeBOTPECATNG (BAETTE TTaP. 2.9 AVETTIOUUNTEG EVEPYEIEG).

Emi Beparmeiog pe pebotpefdtn utmopei va cupfolv duvnTiKG BavaTn@opeg TTEPIOTACIAKEG
Aolpwéelg, TrepiAauBavouévng Tng Tveupoviag amd Pneumocystis carinii (BAére TTap. 2.9
AVETTIBUUNTEG EVEPYEIEG).

H amoBoAf Tng peBotpegdtng eAattwveral oe aabeveig pe BAGBN TG vePpikng AsiToupyiag,
aokitn i umeCwkoTiky ouAAdoyr). Or aoBeveig autoi artraitolv IBIAITEPN TTPOCOXN OTNV
TTapakoAouBnaon Tng TOgIKOTNTAG Kal £X0UV avaykn eAaTTwpévng d0oooAoyiag r o€ OpICPEVEG
TTEPITITWOEIG DIAKOTIN TG XOPAYNONG TNG MEBOTPEEATNG.

‘Exouv avagepBei ammpoodoknTa Bapid (WEPIKEG POPES BavaTnPOpa) TTEPIOTATIKA KATAGTOAAG
TOU PUEAOU TwV 00TWYV, ATTAACTIKAG OVAIMIOG KAl YOOTPEVTEPIKAG TOEIKOTNTAG O€ TTAPAAANAn

29



AAYEII-E.4250-13/8
(240)

xopnynon peBoTpetdTtng (ouvnBwg o UPNAEG BOOEIG) adi IE U OTEPOEIOA avTIPAEYOVWON
@appaka (BAETTe TTap.2.4 EIBIKEG TTPOEIDOTTOINCEIG KAl TIPOPUAGEEIG KATA TN XpAon,
MpouAdgelg, TTap. 2.5 AMNAETIOPACEIG HE GAAG QAPUAKEUTIKA TTPOIOVTA KAl AAAEG HOPPEG
aAAnAeTTidpaong).

H peBoTpe€dtn TTpokaAei NTTATOTOEIKOTNTA, iVWON TOU ATTATOG Kal Kippwan aAAd KaTd kavova
povo petd atrd Tapatetapévn xpnon. Mapatnpeital ouxva oeia alténon NIaTIKwy evCUPwWV.
Ta @aivopeva autd gival ouvrnBwg TTapodIKA Kal GOUUTITWHATIKA, Kal €101 Ogv €ival EVOEIKTIKG
UTTOKEIPEVNG NTTATIKAG VOOoOuU.

H Bloyia Tou ATTATOG PETA ATTO TTOPATETAPEVN XPAON TOU QAPUAKOU, OUXVA OEiXVEl IOTOAOYIKEG
aAAoiwoelg, Kal éxouv avagepBei ivwon kar kippwaon. O ev Adyw BAGReg ouvABwg dev
EM@aviCouv aTTé TTPIV CUPTITWHATA 1 TTaBOAOYIKEG AEITOUPYIKEG DOKIUOTIEG TOU ATTATOG O€
aoBeveig TTou TTAGXOUV aTTo Ywpiaorn. MNa 1o Adyo autd ouxva cuvioTaTal TTEPIOdIKNA DIEVEPYEIQ
Blowiwv ATaTOG OTOUG 00Beveic e Wwpiaon Tou Aapfdvouv pakpoxpovia Bepartreia.
Emipoveg diatapax£g Twv SOKIYACIWV TOU ATTATOG UTTOPEI va TrponynBoulv Tng ivwong A Tng
Kippwong oToug acBeveic pe peupatocidn apBpitida (BAETTE AVETTIOUUNTEG EVEPYEIEG).

H peBotpefdmn éxel TTpokaAéoel emmavevepyotroinon Tng Aoipwéng nmartimdag B f tnv
emdeivwon Twv Aoipwewv nTaTimdag C, KATaARyovTag o€ PEPIKEG TTEPITITWOEIG OTO BAvarTo.
MepIkEG TTEQITITWOEIG ETTAVEVEPYOTTOINONG NTATITIOONG B €xouv oupfei petd Tn dIGKOTIH TNG
xopnynong peBotpegatng. Oa mpémrel va dievepynBei KAIVIKA Kal €pyaocTnpiakh agloAdynon
TTpoKeIyévou va agloAoynBei TTpolmdpxouca nmaTomadeia oe aoBeveig Pe TTPONYOUHEVEG
Aoipwéeig nmatimdag B kar C. Bdoer autwv Twv aglohoyrnoewyv, n Beparreia pye peBoTpegaTn
MTTOpEi va un €ival KaTAAANAN o€ PHEPIKOUG QOOEVEIG.

H voéoog Twv Tiveupdvwy TToU o@eileTal oTn peBoTpedTn TepiAaufavouévng Tng oégiag n
Xpoviag dIAPEONG TIVEUPOVITIBAG KAl TNG UTTECWKOTIKNAG GUAAOYAG gival pia duvnTikd eTTiKivouvn
BAGBN, n otroia pTTOPEi va eP@avIoTEl O OTTOIAdNTIOTE OTIYUA KOTA Tn OIdpKela ThG Bepatreiag
Kal n otroia éxel avagepBei o€ XaunAég 000¢€lg, TOOO XaUnAég 600 autég Twv 7,5 mg avd
gBOopada. Agv gival TTAVTOTE EVIEAWG avVACTPEWIUN KAl £X0Uv avagepBei Bavarol.

Ta cupTTwpaTta amd Toug TTveUpoveg (E10IKA Evag ENpAg, UN-TTapaywyikog BAXAG) YTTopEi va
amaitioouv  OIaKOTI TnG Bepatreiog Kkar TTPOOEKTIKA €peuva  (BAEme TTap.2.4  EIdIkEG
TTPOEIDOTTOINCEIG KAl TTPOPUAAEEIG KaTa T xpron, MNpo@uAdgeic kai map.2.9 AvemOuunTeg

EVEPYEIEG).

H didppoia kal n eAkwdNg oTouaTiTIOO aTTAITOUV BIGKOTIA TNG BEPaTTEiag, dIAPOPETIKA, UTTOPE]
va EUQAVIOTEI QIHOPPAYIKN eVTEPITIOO Kal BAvatog atmd didTpnon Tou eviépou. H pebBotpefdTn
TTPETTEI VA XPNOIUOTIOIEITAl YE €CQAIPETIKI TTPOCOXN TTOPOUCia TTETITIKOU €AKOUG 1 €AKWOOUG
KOAITI®aG.

Kakonbeg Aépguwpa, To OTT0i0 PTTOPE] va UTTOOTPEWE! YE TN OIOKOTTA TNG JeBOTPeEATNG, UTTOpEi
va ekdnAwbei oe aoBeveig Tou AauBdavouv xaunAl docoAoyia peEBOTPEEATNG KAl CUVETTWG VO
MNVv xpeiadovtal KUTTOpoToSIKr Bepatreia. Mpémmer va OlakOTITETAl N PEBOTPEEATN Kal av TO
AEPQWO eV UTTOCTPEWEI TTPETTEI VA XopnynOei n katdAAnAn Bepartreia.

H yxopriynon peBotpegdtng kaTtd Tn OIAPKEIO aKTIVOBEPATTEIAG PTTOPEl va QuEAoel Tov Kivouvo
EMPAVIONG VEKPWOEWGS TWV HOAAKWVY I0TWV KAl OCTEOVEKPUWOEWG.

H pebotpetdrn e&épxetar Bpadéwg atmmd dlauepiopaTa TPIToU XwWpou (TT.X. TTAEUPITIKEG
OUANOYEG, aoKiTng). AuTd €xel wg aTmoTéAeoua TTApdTacn Tou TEAIKOU Xpovou nuICwAG Kal
ammPOBAETITN TOEIKOTNTA. X& AOBeveEG PE ONUAVTIK CUCCWPEEUON UYPWV OE€ TPITO XWPO,
OUVIOTATAI VO aTTOMAKPUVETAI TO UYpO TTPIV T BepaTtreia Kal va TTapakoAouBouvTal Ta eTTiTredA
peBoTpeCdTng oTo TAGopa (BAETTE TTap. 2.6 AocoAoyia, AcupBarTdTnTeG).

H Oepatreia pe peBoTpe€dtn oe acBeveic pe peiwpEvn VEQPIKA AsiToupyia TTPETTEl va
eQapuOleTal YE ECAIPETIKN TTPOCOXN KOl O€ PelwpEvn doooloyia, yioTi Adyw e€acBévnong Tng
VEQPIKAG AsiToupyiag Ba eAaTTwOEi N atmrooAr TG ueBoTpeCATNnG.

O1 repIocOTEPEG AVETTIBUUNTEG EVEPYEIEG Eival avaoTPEWIPES AV dIOTTIOTWOOUV £yKalpa.
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Ortav emoupfoulv TpéTrel va pelwBei n d6on R va dIaKOTTEI N xopriynon g peBoTpedTng Kal
va An@bolv Ta KOTAAANAG PETPO avTIMETWTTIONG Toug. Edv kpiBei avaykaio ptmopei va
xopnynBei Aeukofopivn kKal va e@appooBei emmeiyouca TTEPIOIKN QIPOdIUAION pE OIaAUTEG
uynAig pong.

ToéikoTnTa TWV OPYAVIKWY CUOTNUATWY

[aorpeviepikd: Av uttdpéel €uetog, OIdppola, i OTOUATITION, TTOU UTTOPEI VO TTPOKOGAECOUV
aguddaTwan, TPETTEl va OIOKOTIEI N XopAynon Tng HMeBOTPeCATNG HEXP!I TNV €TTAvodo OTO
@uaIoAoyIkO. H peBoTpeEaTn TTPETTEl VO XPNOIYOTTOIEITAI JE TTOAU TTPOCOXI TTAPOUCia TTETTTIKOU
€AKOUG Kal EAKWBOUG KOAITIDAG.

Aiua: H peBotpetdtn pmmopei va KaTOOTEIAEl TNV QIYOTTOINGN KOl va TTIPOKAAECEl avaiyia,
ATTAQCTIKI avaldia, TTaVKUTTOPOTTEVIa, AEUKOTTEVIQ, OUDETEPOTTEVIA, Kai/fj BpouBoKUTTOTTEVIa.

>e aoBeveig pe kakonBela kar TpouTrdpyxouca BAGRN Tou aQiPoTTOINTIKOU CUGTAMPATOG, TO
PAPUOKO TTPETTEI VO XOPNYEITAI JE TTPOCOXNA €Gv atToQacioBei n xopriynon Tou (BAéTre TTap.2.9
AVETTIBUUNTEG EVEPYEIEG). 2€ EAEYXOMEVES KAIVIKEG PEAETEG OTN peupaTosidn apBpiTida (N=128),
éxel  TapatnpenOei  AeukoTrevia  (Aeukd  aipgoo@aipia <3.000/mm3) oe OUo0 aobBeveig,
BpoppokuTToTTEVia (QIPOTTETAAI <100.000/mm3) o¢ 6 aobeveig, Kal TTAVKUTTApPOTTEVia OE 2
aoBeveig.

21N wwpiaon kal peupatocldn apbpitida, n peBoTpedTn TTPETTEl va OIOKOTTIEI auéows €AV
UTTApXEl ONPOVTIKA  aAAoiwon OTnV  QIJATOAOYIKN  €IKOVA. ZTNV  AVTIMETWTTION  TWwV
VEOTTAAOUOTIKWY VOOWYV, N HEBOTPECATN TTPETTEl va ouveyieTal yovo av 1o Tlavo 6peAog
avTiIoTaBpicel Tov KivOuvo TNG Bapidg JueAOKaTaoTOAAG. ACBevEig e BapId KOKKIOKUTTOPOTTEVIO
KOl TTUPETO TIPETTEl va afloAoyoUvtal auécwg Kal ol agBeveig autoi ouvABwg aTTairouv
TTapevTEPIKN BepaTreia pe avTiBIOTIKA EUPEOG ACUATOG.

Hrmap: H peBotpefarn civar duvatdv va TTpokaAéael ofgia nmmaTitida kal xpovia (ivwon Kai
Kippwon) nmatotofikdétnTa. H xpovia TogikoTNTa pPTTopei va  eivar Bavarngopa. 'Exel
TTapatnPEnBei yevika YeTd atmod TTapaTeTapgévn Xpnon (KaTd kavova 2 xpovia ) TTepIcoOTEPO) Kal
METG aTTd pia oAk aBpoioTik d6on TouAdxioTov 1,5 g. & peAéTeg TTou €xouv diegaxBei oe
YwplaolkoUg acBeveig, N NTOTOTOSIKOTNTG  €P@EAVICOTAV WG  OTTOTEAEOUA  TNG  OAIKAG
aBpoIcTIKAG dOONG, Kal EMOEIVIOVOVTAY atTd TOV aAKOOAIOUO, TNV TTayxuoapkia, To diaBnTn Kai
v Tpoxwpenuévn nAikia. Aev  éxel kaBoplioTei n akpIBig  ouxvotnTa  TTPOKANCNG
NTTATOTOEIKOTNTAG (BAETTE TTAP.2.9 AVETTIOUUNTEG EVEPYEIEG).

MapodikEG avwpaNieg TwV NTTATIKWY TTAPAPETPWY TTApaATnPoUvVTal ouXvd PETA Tn Xoprynon
pEBOTPEEATNG Kal ouvRBwG dev aTraitolv TPOTTOTToINGT TNG BepaTreiag pe peBoTpeCaTn.
Emipoveg diatapax£ég TNG NTTATIKAG AsiToupyiag Kal/j EAGTTwon Twv AEUKWUATWY Tou opou
MTTOpEi va gival OeiKTEG GORAPAG NTTOTOTOEIKOTNTAG.

To TT0000TO TTPOOdOU KAl AvACTPEWINOTNTAG TwV BAaBWvY dev gival yvwaoTd. ZuvioTdral
1I01aiTEPN TTPOCOXN O€ TTPoUTTApxouaa BAGRN Tou ATTATOG 1 EAGTTWON TNG NTTOTIKAG
AeiToupyiag.

1N ywpioon TPETTEN va DIEEAyOVTal NTTATIKEG €CETACEIG TTEPIAAUBAVOUEVWY TWV AEUKWHATWY
TOU opoU Kal Tou Xpovou TTpoBpoufivng TTEPIODIKA APKETEG POPEG KAl TTPIV aTTO T XOpnynon,
aAAG TTpéTTEl emmiong va AapBaveral ummown n mlavotnTa ol €€eTA0EIS aUTEG va  gival
QUOIOAOYIKEG TTPIV TNV avdaTTugn ivwaong i Kippwong. O1 poavagepBeioeg BAGREG PtTopEi va
TEKUNPIWOOUV Pbvo pe Bloyia.

H ouvnBng ouoTaon gival n Awn NTTaTikng Bloyiag :

4) Tpiv a1oé Tn BepaTreia ) Aiyo PETA TNV évapén TnG (2-4 uAVEQ)

5) perd amd ohikn aBpoioTikr) d6on 1,5 g kai

6) peTd amo kabe augnon déong kata 1-1,5 g.

H pétpia ivwaon A n Kippwon otroloudniTrote Babuou odnyei oTn S10KOTTA Tou gapudkou. H
eAa@pd ivwon ataiTei emavaAnyn Tng Blowiag o€ 6 priveg. HmMoTEPa IGTOAOYIKA EupAuaTa
6TTWG N AImwdng dINBnon kai n xaunAou Babuou @Aeypovh Twy TTUAGiwy S1a0TNUATWY Eival
OXETIKG ouxVva suprparta Trpiv atré Tn Beparreia. MNapoAo TTou auTég o1 ATTIEG AAAOIWOEIG eV
atroteAoUv ouviBwg AGyo yia atro@uyn ) S1aKoTI TNG BepaTreiag Pe neBOTPEEATN, TO PAPUAKO
TIPETTEI VO XPNOIKOTTOIEITAI E TTPOCOXN.
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>1n peuparosidn apbpitida, n NAIKia KaTd@ TNV TTPWTN XPAon Tng HEBOTPEEATNG Kal N dIdpKeIa
NG Bepartreiag €xouv avagepBei wg TTapayovTeG KIVOUVOU yIa NTTATOTOEIKOTNTA. Kal dAAoI
TTapdyovTeg KivoUvou, TTapOuoIol JE auToug TTOU TTaPaATNENOnKav oTn ywpiaaon, JTTopei va
UTTAPXOUV OTn peupaToEIdr apBbpiTida aAAG auTd dev €xel emPReRaiwbei £wg oruepa.

Emuévouoeg TaBoAoyiKEG JETPATEIG TNG NTTATIKAG AEITOUpYiag PTTopEi va TrponynBouv Tng
EMOAvIoNG ivwaong r Kippwong o€ autoUg Toug aaBeveig. YTTapxel eutreipia atmo 217 aocBeveig
ME peupaTosidn apBpimida pe Bioyieg ATTaTog TPIV Kal Katd Tn SIdpKela TnNG BepaTtreiag (MeTd
até abpoiaTikA 860 TouAdxioTov 1,5 g) kal atrd 714 aoBeveig pe Broyia Yovo kata
d1dpkela TNG BepaTreiag.

YmApav 64 (7%) mepimTwoelg ivwong, kal 1 (0,1%) mepiTrtwon kippwaong. Ao Tig 64
TEPITTWOEIG ivwaong, 60 xapakTnpioTnkav ATTIES. H xpwaon reticulin gival o guaiodntn ota
apxIk@ oTadia ivwaong Kal N xpAon Tng YTTOPEi va auénoel Ta avwTEpw aTToTeAéopaTa. Agv gival
YVWOTO €AV TTIO TTAPATETAPEVN XOPAYNON HEYAAWVEI AUuTOUG TOUG KIVOUVOUG.

MeTpAoEIg TNG NTTATIKAG AEITOUpYiag TTPETTEN va yivovTal TTpIv TNV évapén Tng Bepatreiag kai ava
dlaoTAuaTa 4-8 efdoudadwy oToug aobeveig TTou AapuBavouv PeBoTPeEATN YO PEUPATOEIDN
apBpimida. Bioyia ATTarog mpo Tng Bepatreiag TPETTEl va DIEVEPYEITAI OTOUG AoBEeVEiG e PEYAAN
KaTavaAwaon aAKOOA, pe emiuévouaeg TTABOAOYIKEG TIUEG TNG NTTATIKAG AEITOUpYiag TTpIv TNV
évapén TngG Bepartreiag f KATa TNV TEPITTITWON TNG XPOVIAG Aoipwéng atré naTimda B A C. Katd
N didpkela Tng Bepatreiag, Browia ATTATOG TTPETTEI va DIEVEPYEITAI EAV UTTAPYOUV ETTINEVOUCEG
TTaBOAOYIKEG TIHEG TNG NTTATIKAG AEITOUPYIAG A TITWON TWV AEUKWHPATWY TOU 0poU KATW TwvV
PUOIOAOYIKWY opiwv (eav dev ival emBUPNTO va dlakoTrei N HeBOTPEEATN, €TTEION N
PEUPATOEIONG apOpPITIda eAEYXETAI KAAG).

Edv Ta ammoteAéopaTa Tng Biowiag Tou ATTatog Ocifouv ATTIEG aAAoiwaelg (2Tddio Roenigk. I, 11,
[lla), n yeBoTpedTn PTTOPEI Va CuveXIOTEN Kal 0 aoBevrg va BpiokeTal UTTO TTApakoAouBnaon
oUuPWVA PE T TTOPATTAVW.

H peBotpefamn péTrel va SIoKOTTEI OTaV 0 aoBevhG euPaviCel TTABOAOYIKEG TIUEG TNG NTTATIKAG
AgIToupyiag TTou €mMpPEVOUV Kal apveital Tn Bioyia ATTaTog, A 6tav n Bioyia ATTaTog deEiXVEl
METPIEG £Ewg coBapég alolwoelg (ZT1adio Roenigk 1lib A V).

Noiuwén n avogoAovikéC karaardoeic; H ueBoTpeldTn TTpETTEl va XPNOIKOTIOIEITAI E
uTTEPPBOAIKN TTPOCOXN TTapouadia evepyoU AoiJwENG, Kal ouvnBwG avTevdeikvuTal O QODEVEIG
ME CUMTITWUATA ] EPYAOTNPIOKESG EVOEIEEIG TUVOPOUOU avoooaveTTapKeIag (BAETTE TTap.2.3
AvTevOEiEIg).

AvoooTroinon

O1 euBoAiaopoi umopei va givai Aiyorepo avooormrointikoi érav xopnyn6ouv kard 1n
didpkeia tng Bspameiag pe peBorpeédrn. evikd, dev ouvIOTATAl N AVOOOTTOINCN UE
guBoAia amé {wvravoug 100¢. Exouv urrdpéer avagpopéc mpokAnong diaxurng Aoipwing
armro guPOAIo perd amrd suBoAiacud yia suAoyia aclsvwy mou sAdufavav @sparmeia
peBotpeéarng. Zmavia éxel avapepOsi urroyauuaocaipivaiyia.\oipwen
Eival miBavo va epeavicBei Trveupovia (n oTroia o€ KATTOIEG TTEPITITWOEIG UTTOPE va 0dNnyroEl
O€ AVATIVEUOTIKA QVETTAPKEIQ).

Eukaipiakég Aoipwéelg TTou utropei va atmofouv Bavatn@opeg, TeplAapBavopévng Tng
Tveupoviag atmd Pneumocystis carinii, JTropei va TrapouciacTolv KaTd Tn Bepartreia pe
peBoTpetdtn. Otav o aogBbevig TTapoUCIAgel CUUTITWHATA OTTO TO AVOTTIVEUCTIKO TTPETTEI va
dlgpeuvarai n mbavoeTnTa Aoipwéng até Pneumocystis carinii.

Neupikd: Exouv uttapéel ava@opEég AEUKOEYKEPAAOTTABEIAG HETG aTTO EVOOPAEBIa xopriynon
peBoTPECATNG O€ a0oBeveig TTou gixav OeXTEI Kpavio-vwTiaia akTivoBepaTreia. ZoBapn
VEUPOTOEIKOTNTA N OTTOIA OUX VA EKONAWVETOI UE YEVIKEUPEVEG I EOTIOKEG KPIOEIG, EXEI
avagepOei pe aTpoadoOKNTa AUENUEVN CUXVOTNTA OTOUG TTAIdIATPIKOUG aoBeveig pe ogeia
AeP@QOBAOCTIKA Acuxalpia oToug oTroioug xopnynonke evOoPAEBIa ueBoTPeEATN o€ evdIdiEDn
o6on (1g/m2). > aoBeveig Pe AUTA TO CUUTITWHATA TTAPATNPEAONKE GUXVA
AeuKoeyKe@AAOTTABEIO Kal/f) JIKPOAYYEIOTTABIKA aORE0TWON O€ PEAETEG DIAYVWOTIKNG
ateikéviong.
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Emiong xpovia Asukoeyke@ahotrdbeia £xel avagepBei o€ aoBeveig TTou EAaBav
eTmavaAapBavopeveg Xopnynoeig HeBoTpegaTng o€ uwnAr 86an, pe didocwon Aeukofopivng
aKkOpa Kal Xwpig Kpaviakr akTivoBepaTreia. .ETmiong uttdpyouv avagopég yia
Aeukoeyke@ahoTraBela o aoBeveig TTou EAaBav peBoTpeEdTn atmd Tou GTOUATOG.

H diakot) Tng peBoTtpefarng dev odnyei mavta oe TANPnN iaon (BAEe Tap.2.6 Aocoloyia,
Xopriynon o€ Taidid kai Tap.2.9 AvemBUuNTEG EVEPYEIEG).

Mapodikd 0&U veupoAoyikd aUvOPOoUO €xel TTapaTnENOEi o aoBeveig TTou eAduBavav
BepatTeuTIKa oXAPaATa ge uwnA docoAoyia. ZTIG EKONAWOEIG AUTAG TNG EYKEQAAOTTABEIOG
MTTOpEi va TTepIAauBavovTaigy SIoTapaxEG TNG CUUTTEPIPOPAG, EOTIOKA aAiITONTIKA KOl KIVNTIKA
onueia, TepIAapBavopévng Tpdokaipng TUPAWONG, Kal TTaBoAoyikd avravakAaoTikd. H
akpIBng aitia dev gival yvwaoTh.

Metd amd evdoppayiaia xopriynon HeBoTpedTnG, N TOEIKOTNTG TOU KEVTPIKOU VEUPIKOU
OUOTANOTOG TTOU UTTOPEl va TTPOKANBEi Tagivopeital wg €EAG: ofgia XNUIKN apayvoeidiTida TTou
TTOPOUCIAZETAl PE CUUTITWHATA OTTWG KEPAAAAYi, OOQUOAYIQ, QAUYEVIKI dUOKaPWia, Kal
TTUPETOG. YTTogeia pueAoTTGBEIO TTOU XOPOKTNPICETAl OTTO TTAPATTAPECT/TTAPATTANYia TTOoU
OXETICETAI HE CUUMETOXN Miag 1) TTEPICOOTEPWYV VEUPIKWYV PICWV TNG GTTOVOUAIKNAG GTHANG.
Emiong ptmopei va uttdpger xpovia Aeukoeyke@aloTrabela n oTroia va ekdnAwveTal ye ouyxuon,
euepeBIoTOTNTA, UTTVNAiQ, aTtagia, dvolia, oTTacpoUg Kal KWHA.

AUTA n TOEIKOTNTA TOU KEVTPIKOU VEUPIKOU CUCTAUATOG UTTopEi va e€eAixOei kal va atrofei
BavaTtneopa. Yapyouv oToixeia TTou Ogixvouv OTI N CUVOUACHEVN XPAON KPAVIGKAG
akTIvoBoAiag kai peBoTPeEATNG XOPNYyoUHEVNG EVOOPPAXIAiWG AuEavel TNV ENEAvIoN
Aeukoeyke@ahotrabelag. MeTa Tnv evdoppayiaia xopriynon pebotpe¢drng Tpétmel va
TTapakoAouBoUvTal o1 aoBEVEIG yIa onuEia VEUPOTOLIKOTNTAG (EPEBICUOG TWV PNViyywy,
TTapOodIKN i HOVIUN TTAPECDT, EYKEQAAOTTABEIQ).

H evdoppaxiaia kal N evOOQAEBIa xopAynon TNG YEBOTPEEATNG eVOEXETAI £TTIONG VO 0dNyrHooUV
o€ o&eia eyke@aAiTida kal ofgia eykeparoTrabela pe Bavatneopo KataAngn.

‘Exouv ava@epbBei TrepimTwoelg acBevdv pe Aépgwpua Tou KNZ o1 otroiol pe v evdoppayiaia
xopnynon peBoTPeEATNG avETTTUEQV EYKEPAAIKO EYKOAEQTO.

‘Exouv ava@epBei TTEPITITWOEIG OOBAPWY VEUPOAOYIKWY QVETTIOUUNTWY EKONAWCEWV Ol OTTOIEG
Kupavlnkav ammd  Ke@oAaAyia €wg TTapAAUCH, KWHO KOl €TTEICO0IQ TTOU  POIACOuUV  JE
EYKEPAAIKO, Kupiwg ot epriBoug Kal evAAikeg TTou éAafav peBoTpeEdtn o€ ouvduaoud JE
KuTapapivn.

AvamveuoTIKO: ZUPTITWHATA aTTd TOUG TIVEUUOVEG, TT.X. ENPOG Hn TTapaywyikog Brxag,
TTUPETOG, BAXAG, TTOVOG 0To 0TRBOG, dUaTIVoIa, uTTogalpia, kal dIBnan GTnv akTivoypagia
Bwpakog, f pIa PN €1I0IKN TIVEUPOVITIOO TTOU PTTOPE] va TTPOKUWOUV KaTtd Tn OIAPKEIA TNG
Beparreiag pe peBoTPeEATN, uTTOPEi Va deixvouv TNV UTTapgn piag duvnTikd eTmikivouvng BAGRNG
OTTOTE aTraITeiTal SIAKOTIA TNG Bepatreiag kal TTPOoeKTIKA diepelvnon. H BAGRN auTn ytropei va
EM@AVIOTEI PE OAEG TIG DooOAOYieG. Oa TTPETTEI va OTTOKAEIOTE N Aoipwén (TTEpIAapBavouévng
NG TTVEUPOVIAG).

Negpoi: H peBotpegdrn pmopei va mTpokaAécel veppik BAGBn mou va odnyAoel oe oéeia
VEQPIKA avetrdpkela. H ve@poTogikdTnTa oPeiAeTal KUpiwg oTnVv KaBi¢nan Tng neBoTpeEATNG Kal
™G 7-udpofupeBoTPECATNG OTa VEPPIKG OwAnvdpia. ZuvioTdtal oTevr] TTapakoAouBnon Tng
VEQPIKAG AgIToupyiag, KaBWg Kal ETTAPKAG eVUdATWOT, AAKAAOTIOINGN Twv oUpwv, NETPNON TNG
pEBOTPEEATNG OTOV OpO Kal PETPNON TNG VEPPIKAG Asitoupyiag. O kivduvog TnG VEPPIKNAG
QVETTAPKEIAG UTTAPXEI Kal OTOUG a0oBeveig TTou epgavidouv KaBuoTépnon TV TTPWIKN aTToBOAR
NG YEBOTPEEATNG. ZTOUG aoBeveic auToUg UTTOPEI EKTOG Twv GAAWVY va Bondroel n xoprynon
AeukoBopivng kal av KpiBei avaykaio n emeiyouca TePIodIKN aiyodiuAion pe dIaAUTeG uWnAARG
pong.

Aépua:

‘Exouv avagepBei ooBapég, katd TrepiTTwon Bavartngopeg, OePUATOAOYIKEG avTIOPAOEIG,
oupTrepIAapBavopévng TG TOEIKNG E€TIOEPUIKAG VEKPOAuong (ouvdpopo Lyell), ouvdpopo
Stevens-Johnson, kal TTOAUPOP®O €pUBNUA, EVIOG NUEPWY PETA Tn XOprynon améd 1o oTouq,
€VOOMUIKWG, EVOOQPAERiwg, 1 evdoppaxiaiwg (BAETTE TTap.2.9 AvemOUPNTES EVEPYEIEG).
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O1 ywplaoikég PAGBeg pmopei va emdeivwBolv pe Tautdxpovn €KBean o€ UTTEPILON
akTivoBoAia. H deppatimida amd akTivoBoAia kali To nAIakd  EyKaupa  UTTOpEi  va
eTTaveP@aviobouv Pe TN xpron ueBoTpegaTng.

lMpo@uAdésic

H peBoTtpe€drn ptropei va mpokaAéoel oopapr] ToEIKOTNTA. Ta TOEIKA aTToTEAECUATA UTTOPET va
£€XOUV Ox€on Pe T dGon A TR ouXvOTNTA Xoprynong 6oov agopd aTn ouxvoeTnTa TOUG KAl TN
BaputnTa Toug, OuWG éxouv TrapaTnpEnBei oe OAeg TG dAoeEIG. AGyw Tou OTI UTTOPOUV va
oupBolv otroiadATToTE OTIyUR Katd T O1dpkela Tng Oeparreiag, €ival amapaitnto va
TTapakoAouBouvTtal oTevd ol aoBeveic TTOU  TTaipvouv  peBoTpegdtn. O1  TTEPIOCOTEPES
QVETTIOUUNTEG EVEPYEIEG €ival AvaOTPEWIPES av dIayvwaTouv vwpic. Otav TEToIEG aveTTIBUUNTEG
eVEPYEIEG euPaviaToUV, n dOan Tou QOPUAKOU TTPETTEI VA EAATTWOEI 1 va PNV CUVEXIOTEN N
Xopriynaon kai va AngBouv Ta KatdAANAa TTpoaTaTeUTIKG PETPA.

Av egival avaykaio, autd Tpétrel va TrepIAauBdavouv Tn xprion leucovorin (BAéTe Tap.2.9
AvemmOuunTeg evépyeieg). Ze TePITITwan €mavévapéng Tng Bepatreiag pe peBoTpeEdTn autn
TIPETTEI VA YIVETOI PE TTPOCOXN, ME ETTAPKN EKTIUNON TNG avAyKNG yia TTEPAITEPW XPHRCN Tou
QAPHUAKOU Kal Je auénuévn eTayputrvnon Adyw Tng mOavoeTNTAG ETTAVEUPAVIONG TOEIKOTNTAG.

H kAIviki @appakoAoyia Tng YeBOTPeEATNG Bev €xel HENETNBET ETTOPKWG O€ TTI0 NAIKIWPEVA
dropa. Adyw TnG EAATTWUEVNG NTTATIKAG KAl VEQPIKAG AEITOUPYIOG KOBWG Kal TwV EAATTWHEVWV
atmoBepdTwy QUANIKOU 0&€og oTnv oudda auTr), TTPETTEI VA XPNOIMOTIOIOUVTOI OXETIKA XAUNAEG
0060¢€Ig, KAl oI aoBeveig auToi TTPETTEI va TTAPAKOAOUBOoUVTAl OTEVA IO TTPWINA CUPTITWHOTA
TOgIKOTNTAG.

[TAnpogopiec yia Touc agbeveic

O1 aoBeveig TpéTel va evnuepwvovTal yia Ta mlavd o@éAn kal kivduvoug atrd Tn XpHon
MEBOTPEEATNG (TTEPIANAUBAVOUEVIWV TWV TTPWINWY ONPEIWY KOl CUPTITWHATWY TOSIKOTNTAG), Yia
TNV avdykn va douv To yIaTpd TOUG aUEcwS JOAIG TTapoucIacToUV Kal yia TV avaykn OTEVAG
TTapakoAoUONoNG, CUNTTEPIAAUPBAVOUEVWY TWV TTEPIOBIKWV EPYAOTNPIOKWY EEETACEWY YId
€Aeyxo TNG ToEIKATNTAG.

Tooo o yiaTpdg 600 Kal 0 GAPPOKOTTIOING TTPETTEI VA TOVIOOUV OTOV A0BEVH OTI OTN PEUPATOEIBN
apBpitida kal TN Ywpiaon n cuvioTwpevn 66on Aaupaverar 1 @opd Tnv BOouGda, Kal OTI av
katd AdBog Trépel To PAPUOKO OTH CUVICTWUEVN 60N KABe pépa autd Ba £xel we atToTéAeoua
Bavatneopa TogIkOTNTA.

Mpétrel eTiong va oudnTnBouUv o1 Kivduvol TTou UTTopEi va €XEl TO @APUAKO OTNV AvaTTapaywyn
1600 o€ Avdpeg 600 Kal yuvaikeg aoBeveig TTou Aaupdavouv peBoTpetdrn.

H xpron uywnAwv 66cewv peBoTpeEATNG TTOU CUVIOTATAl YId TO OOTEOCAPKWUA, ATTQITEN
oxohooTikd éAeyxo (BA. map. 2.6 Aoocoloyia). H xprion uywnAwv 860ewv yia AAAEG
VEOTTAOOMOTIKEG VOOOUG PpiokeTal ot egpeuvnTikG OTASIO Kol Oev €xel emPBePaiwdei n
BePATTEUTIKN) TNG UTTEPOXH.

>¢ a0Beveig TTou AauBdvouv XapnArn d6on peBOTPELATNG PTTOPEI VA TTAPOUCIACTOUV KOKOrRON
AEPHOWOTA, TO OTTOIO PTTOPEl va UTTOXWPROOUV PE T OIOKOTIH TNG MEBOTPEEATNG, Kal £T0I
MTTOPEl va pnv atraitnBei kuttapoTogikn Bepatreia. Mpétrer TpwTa va dlakoTrei n Bepartreia ye
MEBOTPEEATN Kal €AV TO AEp@wua Oev UTTOXWPROEI TTPETTEI VA £@ApPoaTei KATAAANAN Beparreia.

2& KATAOTOON AVETTAPKEIAG QUAAIKOU Kal QUAAIVIKOU 0&£0G, uTTopEi va augnBei n TogIkOTNTa TNG
pEBOTPECATNG.

Epyaornpiakég e§eTaosig

Cevikég

O1 aoBeveig ToU BpiokovTtal o€ BepaTreia pe PeBOTPEEATN TTPETTEI VA TTAPAKOAOUBOUVTAI OTEVA
£TO1 WOTE VA AVIXVEUTOUV €yKalpa OavES TOEIKEG emIOPACEIS. ZTN BaACIKr afloAdynon TTPETTE
va TTEPIAAUPBAVETAI YEVIK QiATOG PE TUTTO KAl PETPNOEIC AIMOTTETAAIWY, £EETATEIC NTTATIKWY
evCUpwyv, Aoipwéeng ntratinidag B 1 C, ve@piKAG AsiIToupyiag, Kal akTivoypagia Buwpaka.
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Ywpiaon, peupatosidng apbpitida

Katd Tn OBe¢patreia TG peupatocidols apBpimidag kal TG  wwpioong, ouvioTdral
TTapakoAoUOnon Twv TTAPOKATW TTAPAUETPWY: AINOTOAOYIKEG TTOPAUETPOI TOUAAXIOTOV dia
@Oopa TO pAva, Kal ve@pikr Aitoupyia Kal eTTITEdA NTTATIKWY £VCUUWY KABe 1 éwg 2 PAves.
2uvABwGg evdeikvuTal IO OuxVvA TTapakoAouBnon Katd Tn OIAPKEIQ QVTIVEOTTAOOUOATIKAG
Bepatreiag. Katd TI¢ apxikég dooelg i katd Tnv Tepiodo aAAayrg docoloyiag, 1 Katd Tig
TTEPIOGBOUG TTOU UTTAPXEI AugnUEVOG KivOUVOG UWPNAWY TTITTEdWV PEBOTPEEATNG OTOV OPO (TT.X.
a@uddTwan), UTTopEi TTioNg va XpeIAdeTal o ouxVvr) TTapakoAoudnon.

Avwpalieg OTIG €EETACEIC TWV NTTATIKWY AEITOUPYIWV 1 KAl TITWON TWV AeUKWPAETWY Tou opou
MTTOPEi Va anuaivouv ooBapn nTrarotogikdtnTa Kail Xpeidfovtal afloAdynon.

Aev €xel atrodelxBei cuoxETion PETAEU Twv TTABOAOYIKWY NTTATIKWY SOKIJACIWY Kal ThG ivwong
N Kippwong Tou ATAaTOog Ot acBeveic pe Wwpiaon. Empuévouoeg TTABOAOYIKEG TIMEG TWV
NTTATIKWY eVCUUWY PTTOPE va TTponynBouv Tng avdamTuéng iviwaong f Kippwaong oToug aoBeveig
TTOU TTdo)OoUuV atrd peupaTosldr apBpiTida.

E&eTdoeig avatrveuoTIKNAG AsiToupyiag

O1 €€eTdoeIg TNG AVATIVEUCTIKAG A€ITOUpYiag UTTOpEl va €ival XproIhNeg av UTTApXEl uTToyia
TIVEUMOVIKAG VOO OU, €IBIKA av gival OI0BETINES OI APXIKEG METPAOEIG TTPIV TN BeparTreia.

Emireda peBorpegdrng
H 1TapakoAouBnaon Twv emITTEdWY PEBOTPEEATNG OTOV OPO PTTOPEI VA PEIWOEI ONUAVTIKA TNV
TOEIKOTNTA Kal BvNoIuoTNTa aTTd HEBOTPEEATN.

O1 aoBeveig TTou TTapouaidlouv KATTola aTTd TIG akKOAOUBEG KaTaoTAOEIG, £Xxouv TTPodidBeon va
TTapoudidoouv augnuéva f Tmapartetaugéva etmimeda peBoTpegdTnNg Kal w@eAouvTal atTd TNV
TAKTIKA TTapakoAouBnon Twv emTmedwv  PeBOTPeCATNG : TTAEUPITIKA OUAAOYR, QOKiTNG,
amoPPaAgn YyaoTPEVTEPIKNG 000U, TTponyouusvn Bepartreia e cisplatin, apuddtwaon, 6&iva oupa,
e€aoBévnon veppikng Asitoupyiag.

KaTtrolol aoBeveic putropei va éxouv emppdduvan atnv KaBapon PEBOTPEEATNG aTTOUCia AUTWV
TwV KaTaoTaoswv. Eival onuavtikd va evroTtrifovial autoi ol aoBeveig evidg 48 wpwv yiarti n
TOEIKOTNTA aTTO TN PEBOTPECATN PTTOPEI va unv gival avaoTpEéWiun €av n KatdAAnAn Bepatreia
d1docwang pe AsukoBopivn KabuoTeproel TTEPICOOTEPO aTT 24 £wg 48 WPEG.

H péBodog TTapakoAouBnong Twv CUYKEVTPWOEWY PEBOTPEEATNG TTOIKIAAEI OTTG VOOOKOEIO O€
voookopeio. H TapakoAoUuBnaon Twv CUYKEVTPWOEWY PEBOTPEEATNG TTPETTEI VA TTEPIAAUPBAVEI
TOV TTPOGOIOPIGHO VOGS ETTITTEOOU PEBOTPEEATNG O¢ 24, 48, | 72 wpeS Kal TNV a&loAdynon Tou
BaBuoU eAATTWONG TWV CUYKEVTPWOEWYV UEBOTPEEATNG (WOTE va KaBopIoTE yia TTOo0 Xpbdvo Ba
ouvexloTei n Bepatreia didowong pe Asukofopivn).

2.4.2 HAIkiwpévol
Mpéter va xopnyeital pe 191aitepn TTPOCoxr o€ NAIKIWPEVOUG Kal TBavwg va yivel geiwon tng
doooloyiag. BA. TTap. 2.6 Aocoloyia.

2.4.3 Kunon

H peBotpetdtn utropei va tmpokaAéoel BAvarto Tou eufBpuou, €uPPUOTOEIKOTATA, ATTOROAN 1
Tepatoyévean OTav Xopnyeital o€ £ykueg yuvaikeg. H peBotpe€dn avrevdeikvutal g €YKUEG
aoBeveic ue ywpiaon r peuparocidr] apOpimda Kal TPETTEI va XPNOIPOTIOIEITAI 0TN BepaTTeia
TWV VEOTTAACHOTIKWY VOOWV POVo OTav Ta TTBava TTAEOVEKTAPATA avTiIoTaBuifouv Tov Kivduvo
yia 10 £€uBpuo (BAETTE TTap.2.3 AvTevdEiEelq).

O1 yuvaikeg avatrapaywyikig nAikiag &ev Tpétrel va apxioouv Tn peBoTpeCdtn HEXP! va
atToKAEI00¢Ei N eyKupoouUvn Kal TTPETTEl VA TOUG YiVEl EvNUEPWOT YIa TOuG goBapous KIvoUuvoug
oto €uppuo (BAétre TTap.2.4 EIOIKEG TTPOEIBOTTOINCEIS KOl TTPOQUAAEEIC KaTd Tn XpPnon,
Mpo@uAdéeig) oe TmepimTwon Tou peivouv éykueg katd Ttn Oidpkela TG Bepatreiag. H
EYKUPOOUVN TTPETTEl VA ATTOPEUYETAI €AV £VaG ATTO TOUG OUVTPOYOUG TTaipvel peBoTpedrn. To
BEATIOTO XpOVIKG didoTnua PeTagl TG dIAKOTTAG TNG Bepatreiag pe peBoTPeEdTn atrd KATTOIOV
amd Toug OUO OuVvTPOPOUG Kal TNG KUnong Oev éxel cagwg TrpocdiopicBei. Me Pdon
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onuoaoieupéva BIBAIOYpa@IKG OToIXEiO T TTPOTEIVOUEVA XPOVIKA OlaaThaTa TTolkiAouv atrd 3
MAVEG €wg 1 €T0G.

2.4.4 'aAouyia

H peBoTpegaTn €xel avixveuTei oTo PNTPIKO yaAa Kai avtevdeikvuTal oe BnAdlouoeg unTépEG.

O uynAotepog AOYyoG TNG OuyKEVTPWONG MEBOTPEEATNG OTO PNTPIKG YAAQ TIPOG TN
OUYKEVTPWON PEBOTPEEATNG OTO TTAGO A, TTOU PETPRONKE, ATav 0,08:1.

2.4.5 NMaidia
BA. TTap. 2.6 Aocoloyia

2.4.6 Emdpdoeic arnv ikavornTa odnynong Kai XEIpIoHouU unxavwy

Mepikég atmd TIG emOPACEIS TTOU ava@épovTal oTny TTapdypago 2.9 Avembuunteg Evépyeieg,
OTTwg eivar n ¢AAn kai n KOTTWon HPTTopoUV va ETTNPEACOUV TNV IKAvOTNTa 0drynong Kai
XEIPIOPOU UNXavwy.

2.4.7 I1aitepeg TPOEISOTOINCEIS YIA TA TTEPIEXOUEVA EKOOXA
BA. map. 2.3 Avtevoeigeig

2.5 AMnAemdpdoei peE GAAA  QOPUOKEUTIKA TrPOIOVTA KAl GAAEG MOPQPEG
aAAnAeTTidpaong

Mn oTepocidn avrigpAeypovwdn @dpupaka (MZAD)

Mpiv 1 ouyxpdvwg pe TN xoprynon uywnAwv O0cewv WPEBOTPELATNG OTTWG OQUTEG TTOU
XpnolygotroloUvtal yia Tn Bepatreid TOU OOTEOCAPKWHATOG, Oev TTPETTEI va XOopnyouvTtal pn
OTEPOEIDN avTIPAEYUOVWON apuaka. ‘Exel avapepBei 0TI N Tautdxpovn xopAynon MZA® ue 1n
Bepatreia uwnAwyv dooewv PeBOTPEEATNS, AULAvel Kal TTAapATEIVEl TA ETTITTEdA TNG HEBOTPEEATNG
OTOV 0pPO, €XOVTaG WG aTToTEAEOUa TO BAvato amd Papid AlJATOAOYIKN KOl YAOTPEVTEPIKA
TOGIKOTNTA (BAéTTe TMap.2.4 EIBIKEG TTPOEIBOTTOINCEIG KAl TIPOQUAAEEIG KATA T XpPron,
MpoeidoTroinoeig). Mpoooxn xpeidletal 6Tav MZAD kal GaAIKUAIKG XopnyoUuvTal TAUTOXPOvVWG
aKOPN Kal Pe XaunAég dd6oeig ueBotpedtng. Ta @ApuoKa auTd PEIWVOUV TN CWANVapIoKnA
aTTéKKPIoN TNG HEBOTPEEATNG OTA {Wa Kal UTTOPET va augrjoouv Tnv ToEIKAOTNTA TNG.

Katd Tn Bepatreia TnG peupatocidous apBpitidag ye pebotpefdrn, Ytropei va ouvexioBei n Ajyn
aoTmpivng, MZA® kai/f hIKpwV OOTEWV OTEPOEIOWV.

Mapd 1ig mMOavég aAAnNAeIdpdoelg, UEAETEG pe pEBOTPELATN O€ AOBeveiG Pe PEUPATOELIBN
apBpimida, TepIAduBavav ouvBwg TTapaAAnAn xprion MZA® ce otabepr] doocoAoyia xwpig
TTpo®avr TTPoRARUATA.

Mpétrel TapOAa autd va avayvwpiooupe 0TI 0l BOCEIG TTOU XPNOIYOTIOIOUVTAl OTN PEUNOTOEIBN
apBpimida (7,5-15 mg/efdoudda) eival KaTd TI JIKPOTEPES ATTO AUTEG TTOU XPNOIUOTTOIoUVTAl OTN
Yywpiaon kal 0TI uPnAdTEPES BOOEIG Ba uTTopoUCaV VA TTPOKAAETOUV ATTPOTOOKNTN TOEIKOTNTA.

H mlavétnta augnuévng TOgIKOTNTAG KATG TV  Tautdxpovn xopAynon MZAQ
oupTtrEpIAaUBavopéVwY TwV OOAIKUAIKWY, Bev £xel diepeuvnBei TTARPWG.

Ta otepoeidy utopei va eAatTwBolv oTadiokd o€ 00BeveiG TTOU AVTATTOKPiIVOvVTAl OTn
peBotpetdtn. H Tautdyxpovn xpron HeBOTPEeEATNG ME €VWOEIG XPuoouU, TTeEVIKIANAaivn,
udpotuxAwpokivn, cgouApacaladivn i KUTTOPOTOEIKOUG TTapdyovTeg Oev €xel PEAETNOEN, Kal
MTTOPEi Va au€AoEl TNV EUOAVICH aveTTIOUPNTWY AVTIOPACEWV.

Ae@Aouvopidn

H Ttautdxpovn xprion MeBOTPEEATNG ME Ae@Aouvopidn ptropei va aufAoel Tov Kivduvo
TTAVKUTTOPOTTEVIOG.

Ddppaka TTou deoueUOVTAI ICXUPA HE TIG TIPWTEIVEG TOU TTAAOHATOG

36



AAYEII-E.4250-13/8
(240)

H peBoTtpefdmn ouvdéeTal ev PEPEI JE TA AEUKWHATA TOU 0poU Kal N TOEIKOTNTA TNG PTTOPEi va
auénBei Adyw Tng €KTOTTIONG TNG aTTO TIG TTPWTEIVEG TOU OpoU aTTO PAPPAKA OTTWG Eival Ta
OOAIKUAIKG, @aivuABouTaldvn, @aivuToivn, Kal GOUAQOVOUIOEG.

Mpopeveaidn
H veppiki ocwAnvapiok atrékkpion eAaTTwveTal amd Tnv TpoPevecidn. H xprRon g
MEBOTPEEATNG PE TO ApPaKO auTd ETTIBAAAEI TTPOCEKTIKA TTapakoAouBnon Tou acBevoug.

XnpeI0BEPATTEUTIKOI TTOPAYOVTEG

Mpémer va dideTal peydAn Tmpoaoxr otav yiveralr xopriynon uywnAng déong pebotpetdtng oe
OUVOUAONO PE €va TBAVWGS VEQPOTOEIKO XNUEIOBEPATTEUTIKO OKEUOOUA (TT.X. OIoTTAaTIVN) YIOTi
MTTOPEI va TTAPOUCIACTEN Qugnuévn veQPPOTOEIKOTNTA.

MepkaTrTotroupivn

H pebBotpeCdtn autdvel Ta emimeda TnG MEPKATITOTIOUPIVNG OTO TAAOUA. ZUVOUAGCNOG
MEBOTPEEATNG KaI HPEPKATITOTTOUPIVNG MTTOPEI KATA OUVETTEID va  oTTraitei puBuion Tng
doooAoyiag.

A6 TOU OTOHATOG AVTIRIOTIKA

Ta ammdé Tou OTOPATOG AvTIRIOTIKG OTTWG €ival N TETPAKUKAIVN, XAWPAUPAIVIKOAN, Kal TO Wn
atmoppo@ouueva avTiBIOTIKA EUPEOG QATHUATOG UTTOPEN VA PEIGOUV TNV EVTEPIKN aTToppoOPnon
NG peBOTPEEATNG A va diaTapdfouv TNV EVTEPONTIOTIKY KUKAO®Opia €TTeIdr dlatapdooouy Tnv
avamTuén Tng XAwPidag TOUu €VTEPOU KAl UEIWVOUV TO WETABOAICUO TOU @QAapUAKOU amd TO
MIKpOBIa.

Zmavia €xel avagepBei 0TI 0 cuvduaouog TpIeBOTTPiuNG/oouA@aueBotaloAng aufdvel TNV
KOTOOTOAN TOU PUEAOU Twv 00TWV o€ aoBeveig TTou Aappdvouv peBoTpedrn, mlavwg HECW
NG €AATTWONG TNG CWANVAPIOKAG €KKPIONG Kal/j TNG doknong aBpoICTIKAG avTIQUAAIVIKAG
opdong.

lNevikiAAives kal couAgovauides

O1 TrevIKIANiVEG Kal 01 GOUA@OVAMIOEG PTTOPOUV va €AATTWIOOUV Tn VEQPEIKN KABapaon Tng
pEBOTPEEATNG. 'EXOUV avagepBei augnuéveg GUYKEVTPWOEIG TNG MEBOTPEEATNG OTOV Opd HE TIG
ETTAKOAOUBEG QIATOAOYIKEG KOl YAOTPEVTEPIKEG TOEIKOTNTEG KATA TN XOPrynon uwnAwv 1 Kai
XaunAwv 06cswv pebBoTpegdtng. H xprion Tng peBOTPeCATNG PE TTEVIKIAAIVEG TTPETTEI VA
TTapaKoAouBEiTal e TTPOCOXH.

Hiraroroéikoi Trapdyovreg

H mBavotnta augénuévng nmmatotofIikOTnTag Ot1av n Pebotpetdrn xopnyeital padi ye dAAoug
NraToTofIkoUg TTapdyovTeg Oev €xel afiohoynBei. Ev TouToIg, £X€l avapepBei nTTarotofIkOTNTA
o€ TETOIEG TTEPITITWOEIG. Ala TOUTO o1 aoBeveig TTou Aaupdavouv TTapdAAnAa peboTpeldTn Kai
AAAa duvnTIKWG NTTATOTOLIKG PApuaka, OTTwe alabelotrpivn, Ae@Aouvouidn, gouh@acaiadivn
ETPETIVATN 1 GAAa peTivoeldn, TTPETTEl va TTapakoAouBouvTal oTevd yia Tnv meavotnta
augnuévou Kivouvou NTTaTOTOEIKOTNTAG.

Ogo@uAAivn

H peBotpefarn pmopei va ehattwoel Tnv kKa@Bapon Tng Beo@uldivng. Ta emiTeda Tng
Beo@uAAivNg TTpETTEl va TTapakoAouBoUvTal Katd Tnv TTapAaAAnAn xprion peboTpegaTng.

Bitapiveg

Bitapivouyxa okeudopaTa TTOU TTEPIEXOUV QUAANIKO OCU A TTapdywya TOU PTTOPEI va PEILWOOUV
TNV avtammokpion oTn PeBoTpe€dTn TTOU XOopNnyeEiTal CUOTNPOTIKA, WOTO0O0 KATAOTACEIG
QAVETTAPKEIAG QUAAIKOU 0&E0G UTTOPOUV va auérjoouv Tnv ToEIKOTATA TNG PHEBOTPEEATNG.

AeukoBopivn

MPOKATAPKTIKEG PEAETEG OTA CWa KAl TOV AVOpWTTO £B€1IEQV OTI MIKPEG TTOOOTNTEG AEUKOPBOpPIvNG
TTOU XopnyeiTal evOOPAEBiwG, EI0EPYXOVTAl GTO EYKEPAAOVWTIAIO UYPO KUPIWG wg 5-
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methyltetrahydrofolate kai, oToug avBpwTroug, TTapauével 1-3 TAgeIg peyEBoug xapunAoTepa atod
TIG OUVNBEIG OCUYKEVTPWOEIG HEBOTPELATNG UETA aTTO EvOOppaxIaia xoprRynaon.

KataoTdoeig atépnong QUAANIKOU 0&£og PTTopEi va augrjoouv Tnv TogIKOTNTa TNG JEBOTPEEATNG.

AkTIVOOepaTreia

H peBoTpe€dtn Tou xopnyeital Tautdxpova Pe akTivoBepatreia PTropei va augioel Tov kivduvo
OOTEOVEKPWONG KAl VEKPWONG TWV JOAAKWY HOPiwV.

Kutapaivn

Otav n peboTpetdrn xopnyeitalr Tautdxpova pe Kutapafivn ptropei va augnbei o Kivouvog yia
OOBapPEG VEUPOAOYIKEG QVETTIBUUNTEG evEPYEIEG OTTWG KEQAAGAYia, TTaPAAUCT, KWMPA, Kal
ETTEICO0IO TTOU POIAlouv pE eyKEQOAIKO. BA(Tre. Tmap. 2.4 Idiaitepeg TTPoEISOTTOINCEIG Kal
TTPOQUAAGEEIG KaTd Tn XpAon, Neupiko.

Zirpo@Aogacivn
H veppiky owAnvapiakr PETa@opd eAATTWVETAI ATTd Th OITTpo@Aogacivn’ n xpnon g
MEBOTPEEATNG PE AuTO TO GAPPOKO TTPETTEI VA TTAPOKAAOUBEITAI TTPOCEKTIKA.

Emwidpaon Tng Tpo@ng
H BiodiaBeciydTnTa tng xopnyouuevng atrd 10 oToua MeBoTpeEdTng dev eAATTWVETAI JE TNV
TPO®NA Kail n HeBoTPEEATN UTTOPE Va XopnynOei aveEdpTnTa atmod Ta yeUuaTa.

2.6 AocoAoyia

H xopAynon diokiwv atrd 10 oTOHA TTPOTINATAI oCUXVA OTAV TIPOKEITAI VA XophynBouv
XouNAég d60EIG aoU n atroppoPNON €ival TAXEIN KAl ETTITUYXAVOVTOI OTTOTEAECHATIKA
emimeda oto TWAdopa. Mapevrepikd n peBoTpeddTn PITOPEi va xopnyeitar HEow Tng
evlopuiknG, &vOOQAEBIag, evdapTnpliakng 1R evdoppaxiaiag odou. Ta evéoipa
OKEUGOUOTO TTOU TTEPIEXOUV OUVTNPNTIKO deV TTPETTEI VO XOopnyouvTal evioppaxiaia.

Ta @OPUOKEUTIKA TTPOIGVTA TTOU TTPOOPICOVTal YIO TIAPEVTEPIKA XOoprynon TIPETTEl va
e€etdlovTtal OTITIKG yia TUXOV UTTapén OwUATIBiWY A Kal aTTOXPWUATIONO TTpoToU Xopnynoouv,
6tav 10 dIdAupa Kal N CUCKEUOTIa TO ETTITPETTEL.

21oug oupTtrayeig Oykoug ol 660¢lg TToIKIAouv onuavTikd ocUp@wva pe Tn didyvwon, Thv
kardoTtaon Tou acBevoUg Kal TO ETTIAEYEV XNUEIOBEPATTEUTIKO OXAUA.

NeommAaouarikéC véool

- Xoplokapkivwiua Kal GAAeG TPOPOBAAOTIKEG VOTOI

H pebotpetdrtn xopnyeital ammod 10 oToua o€ 660elg atmd 15 éwg 30 mg nuepnaiwg yia didoThua
5 nuepwv. TEtolo1 KUKAOI BepaTtreiag auxva emavalaupdavovTal yia 3 €wg 5 @opég, OTTwg
aTaiTeiTal, e SIAOTAPATA Piag ) TTEPICOOTEPWY EROONAdWY avANECTT OTOUG KUKAOUG, HEXPI vVa
UTTOXWPNOOUV T TOEIKA CUUTITWUATA.

H amoteAeopaTikdtnTa Tng OepaTtreiag uttoloyifeTal pe TTOOOTIKA avdAuon TngG XOPIakKNg
yovadoTtpoTrivig ota oupa 24wpou (hCG), n otoia mpétrel va eTavéABEl OTO QUOIOAOYIKO, A
KaTw a1réd 50 [U/24 wpeg ouvhBwg PETA aTTd TOV TPITO 1) TETAPTO KUKAO BepaTtreiag Kal ouvhBwg
TPETTEl va akoAouBeital ammd TAfpn egagdavion Twv PETpACINWY BAaBwyv péoa oe 4 €wg 6
€BOOPAdES. ZuvnBwWG ouvioTwVTal évag pe dUO KUKAoI BepaTreiag UoTepa atrd Tnv €TTdvodo TG
hCG oT1o @uoioloyIko. IMpiv atmd kKaBe Bepartreia pe 1o PAPPAKO Eival ATTAPAITATN N TTPOCEKTIKN
KAIVIKR) a&loAoynon. O KukAIkéG cuvduaopuog TnG peBoTpeEdTng padi pe GAAa avTIKApPKIVIKA
@Apuaka Bewpeital 0TI gival WPENIPOG.

Emeid n udamidiky MPUAN JTTOpEl va TTpONyEiTal TOU  XOPIOKAPKIVWUATOG, CUVIOTATAl
TTPOQUAOKTIKA XNHEIoBepaTTEia pe peBOTPEEATN.

To dINBNTIKG Xoploadévwua Bewpeital OTI gival pia emOETIKA popPry UdATIOIKAG MUANG. H
peBoTpeEATn xopnyeital o autd Ta OTAdIa TNG vOoou ot OOCEIG OUOIEG MPE EKEIVEG TTOU
XOPNyouvTal GTO XOPIOKAPKIVWHA.

- Aeuxaipia:

H oteia Aep@oBAacTiki Acuxaipia ota TTaidid Kal o€ £QnPoug aTToTEAEI TN POPQr) AsuXaiuiag UE
TN MEYAAUTEPN QVTATTOKPION OTIC PEPEG MAG. 2€ VEAPOUG E€VAAIKEG KAl TTIO NAIKIWHEVOUG
aoBeveig, eival o dUOKOAO va emTEUXOei N KAIVIKA BeATiwon Kal gival TTI0 OUXVA N TTPWIUN
UTTOTPOTTH.
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H peBotpedarn pévn ) oe ouvOuaoud UE OTEPOEIDN XPNOIMOTTOINONKE ApXIKA yIa TNV €TTITEUEN
U@eoNG O€ TTEPITITWOEIG O&Eiag AEUPOBAACTIKAG Acuxaipiag.

ZUupwva e TTpéopata 0edopéva n Bepatreia e KOPTIKOOTEPOEION OE OUVOUACHO e GAAQ
QAVTIAEUXQIMIKG @Apuaka TTepIAapBavopévng Tng HeBoTpegdTng, gaiveral va divel ypAyopn Kai
amroteAeopatikn BeAtiwon. Otav xpnoiygotroidnke yia €miteuén Ugeong, n ueboTpegdrn o€
dooelg Twv 3,3 mg/m2 o€ ouvduaouo pe 60 mg/m2 TTPEDVICOVN NUEPNCIWG, ETTEPEPE BeATIWON
o010 50% Twv aocBevwy, ouvRBwG Péoa o€ pia TTEPiINdO 4 £wg 6 BdoPAdwWVY.

H peBotpedrn oe ouvduacpud e GAAO @ApPaKa GaiveTal va €ival TO GAPUAKO EKAOYNG YIa TN
d1aTAPNON TNG QAPUAKEUTIKWG £mTeUxBeicag Upeong. Otav emTuyxaveTal n UPeon TNG vOOOU
KOl N UTTOOTNPIKTIKA BepaTtreia €xel dwoel yevikoTePn KAIVIKN BeATiwon, apxifel n Beparreia
ouvtpnong, wg €¢AG: H peBoTtpegdrn xopnyeitar oe ouvoAiky déon 30 mg/m2 TNV €Rdouada
Moipaopévn o€ OUO xopnynoeig amod To oToua. ‘Exel emiong d00¢i oe ddoeig Twv 2,5 mg/kg
evOOPAEBIa yia 14 nuépeg. EAv kal 6Tav eg@aviabei UTTOTPOTTA, N TTiITEUEN vEag UPEONG UTTOPEI
va yivel P eTavaAnwn Tng apxIkng doooAoyiag.

‘Exel XpnoidotroinBei TToIkIANia ouvOUACOUWY XNUEIOBEPATTEUTIKWY Qapuakwy, wg Bepartreia
évapéng kal ouvtipnong otnv o&egia Aep@oBAacTikn Acuxaiyia. O yiatpdg Ba Tpétrel va gival
yVWwaoTnG Twv VEwV £EEAIEEWV OTNV avTIAEUXaIUIKr BepaTreia.

- Asuyaiuia unviyywv:

21N Bepatreia 4 TNV TPOQUAAEN TNG Acuxaigiag Twv dnviyywv, n peBotpe€drn tpémmel va
xopnyeitar evdoppaxiaiwg. ‘Eva okeloopa peBoTPeEATNG XWwpPig ouvtnpnTik® xopnyeitar ot
apaiwon 1 mg/ml oe éva KAtGAANAO, QTTOCTEIPWHEVO, XWPIG auvTnenTIKA PECO, OTTWG TO
evéoipo 0,9% xAwplouyo varpio, USP.

H evdoppaxiaia xopriynon pebotpe€dtng oe d6on 12 mg/m2 (Mé€yioTn d6on 15 mg) £xel
ava@epOei 0TI divel XAUNAEG CUYKEVTPWOEIG NEBOTPEEATNG OTO EYKEPAAOVWTIAIO UYPS KAl
XOUNAN aTTOTEAEGUATIKOTNTA OTA TTAIIG VW AVTIBETA PTAVEI 0€ UYPNAEG OUYKEVTPWOEIG KAl
VEUPOTOEIKOTNTA OTOUG EVAAIKEG.

To akéAouBo docoAoyIkd oxrua BagifeTal aTnv NAIKIa Kal X1 aTNV EMIQPAVEIQ CWHATOG:

HAikia (£7n) Adon (mg)
<1 6
1 8
2 10
3 | TEPICTOTEPO 12

¢ pia yeAétn oe aoBeveig kKATw amd Tnv nAikia Twv 40, To TTapamdvw docoloyikd oxAua
@aiveTal OTI ETTETUXE TIG ETTIOUPNTEG CUYKEVTPWOEIG NEBOTPEEATNG OTO EYKEQAAOVWTIAIO UYPO ME
MIKPOTEPN VEUPOTOEIKOTNTA.

2& AAAN pia peAéTn og TaudIA PE Oggia AePOKUTTAPIKA Acuxaipia ouyKpiBnke To oAU auTd UE
pia d6on 12 mg/m2 (Mé€yioTn &6on 15 mg). MapatnpnBnke onuavTiky PEiwon OTO TTOCOOTO
UTTOTPOTTWYV OTTO TO KEVTPIKO VEUPIKO oUCTNUA aTnVv oudda étrou n 60on Xopnyhonke avaioya
ME TNV nAIKia.

Etreidf o dykog Tou eyke@aAovwTiaiou uypou Kal n TooétnTa Tou PETABOAI{OPEVOU PapUAKOoU
MTTOPEI va pelwveTal JE TRV NAIKia, ptTopei va kpiBei amapaitntn peiwon tng 660ng o€ 1o
NAIKIWPEVOUG aoBeveig.

MNa 1 Bepatreia TG Asuxaipiag Twv pnviyywv, n peBotpe€dtn ptmopei va xopnynOei
evdoppaxiaiwg Pe pecodlaoTAuata 2 éwg 5 nuepwv. H yopriynon pe pecodlaoTApata
MIKPOTEPA TNG MIOG €BBOPAdAG UTTOPEl va €xel wg aTmoTéAeopua Tnv augnon Tng utroeiag
TOGIKOTNTAG. H peBoTpe€drn xopnyeitar péxpic O6Tou O apIBUOS TwV  KUTTAPWV OTO
EYKEPAAOVWTIAIO Uypsd eTTAVEANDEI GTO PUOIOAOYIKG. Z€ AUTO TO ONUEIO TTPOTEIVETAI ia ETTITTAéOV
o6on. MNa tnv Tpo@UAaén atd Tn Asuxaipikyy dINBnon Twv pnviyywv, n 6éon civai n idla pe
€keivn TnG Bepatreiag, ekTOG atTd Ta pecOdlaoTAPATA Xoprynong. I’ autd 1o B€ua, ouvioTdral
o710 yIaTpd va cupBouAeuTei TRV 1aTPIKA BIBAIOYypagia.

AveTTIOUUNTEG EVEPYEIEG UTTOPOUV VA TTOPOUCIOCTOUV PE OTTOIOBNTIOTE Evdoppaxiaia éveon Kal
ouxvd gival veupoAoyikou xapakTipa. YWnhég 660¢€ig TTopoUlv va TTPOKOAECOUV OTTacoUG. H
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pEBOTPEEATN TTOU XOopnyeiTal yEow TNG evdoppaxiaiag 0dou eu@avieTal oe onUavTikd TTood
OTN CUCTNUATIKI) KUKAOQOPIa KOl UTTOPEI VO TTPOKAAETEI CUOTNUATIKN TOSIKOTNTA.

H ocuoTtnuaTtiki avTiAeuxaipik Beparreia TpETTel va puBbpieTal KATAAANAQ, va eAATTWVETAI, R va
OIOKOTITETA.

EoTiakn evtommon Tng Acuxaiyiag oTo KEVTPIKO VEUPIKO oUCTNUa icwg Ogv avTatrokpiBei otnv
evooppaylaia xnueloBepaTreia Kal avTIMETWTTICETAI KOAUTEPA PE AKTIVOBEPATTEIQ.

- Aepowpara:

210 Apowpa Burkitt, ota otddia | kai Il n xopAynon MeBOTPEEATNG £XEI ETMIPEPEI
TTOPOTETAPEVEG UQECEIS O€ MEPIKEG TTEPITTTWOEIG. H ouviotwpevn ©6on eivar 10-25 mg
nuepnoiwg atmd 1o oTtéua yia 4-8 nuépeg. 10 oTddIo I, n pebotpetdrn ouvnBwg diveral
TaPAAANAG pe GAAa avTIKapKIVIKG @dpuaka. H Bepatreia oe 60Aa 1a oTddia ouviABwg
TePIAaUPBAvel TTOAATTAOUG KUKAOUG BOepatreiog pe TO QAPHOKO, TTOU OIOKOTITOVTAlI OTTd
dlaoctipata 7-10 nuepwv. To Aeppoodpkwpua oto otddio Il ptropei va avramokplBei oTn
ouvduaouévn @apuakoBepaTtreia pe peBotpedrn tou Oivetal oe ddoeig 0,625-2,5 mg/kg
NHUEPNOIWG.

- Z1Toyyo<£18f¢g puknrtiaon (deppaTiké T- AEppwpa):

H Bepatreia pe peBOTPEEATN QaiveTal va eMIQPEPEI KAIVIKI) QvTATTOKPION O€ TT0000TO £wg 50%
Twyv TrepIMTwoewyv. H ddon gival ouvRBwg 2,5-10 mg nuepnoiwg atmd To oTOUA YIa BOOPAdES
N yAiveg. Ta emiteda TG 860NG TOU YAPUAKOU KAl N TPOTTOTTOINON Tou d0C0AOYIKOU OXANATOG
ME pEiwoN TNG dOOoNG 1 SIOKOTTA Tou @apudkou kabopifovTal atrd TNV avIaTrokpion Tou acBevr)
Kal TOV aIgaTOAOYIKO éAeyxo. H peBotpetdrn £xel emriong xopnynOei evdoouuika o€ dOOEIG TwV
50 mg epdrma¢ efdopadiaiwg R 25 mg dUo popég Tnv efdouada.

- OoTe00dpKWHA:

Eva ammoTeAeauaTIKO OXAUA CUUTTANPWUATIKAG XNUEIOBEPATTEIOG ATTAITEI TN XOPHYNON GPKETWV
KUTTAPOTOEIKWY  XNUEIOBEPATTEUTIKWY  Qapudkwyv. [MapdAAnAa  pe v uywnAfl  &déon
peBoTpedtng padli ue Acukofopivn, oTa @QAPUOKA QUTE PTTOpEi va cuuTtrepIAauBdvovTal
doxorubicin, cisplatin ka1 évag ouvduaoudg bleomycin, cyclophosphamide kar dactinomycin
(BCD) oe doooAoyikd oxAua TToU QaiveTal GTOV TTivaka TTou akoAouBei. H apxik d6on yia
Bepatreia pe uPnAég d6oelg ueBoTpecdTng civar 12 g/mz. Edv n 86on autn dev eTTapkei yia va
eM@avioBei n péyioTn ouykévipwon peBoTpedTng oto TTAdGoua Twyv 1000 mmol/l (10'3 mol/l)
oTo TéAOG NG €yxuong Tng peBoTpe€drng, n doaon utropei va diaabuioTei ota 15 g/m2 oTIG
emoueveg Beparreieg. EAv 0 aoBevig TTapouaidael PETOUG i Oev UTTOpEi va avexBei Tnv aywyn
atré 1o oTéua, n AcukoBopivn divetalr evOO@AERIa 1 evdouuikd atnv idla dogoAoyia Kal axAua
(BA. eTTOEVO TTiVaKQ).

ddappako * Adon * ERSouddeg Bepatreiag
HETA TNV eTéPBacn
Methotrexate 12 g/m*® evSopAEBIa pe 4wpn Eyxuon 4,5,6,7,11,12, 15, 16,
(860n évaptng) 29, 30, 44, 45
Leucovorin 15 mg a1rd 10 oTéUA KGBE 6 WpeG yia 10
0060¢€Ig TTOU XopnyouvTal 24 wpeg META
TNV évapén Tng €yxuong methotrexate
Doxorubicin 30 mg/m°/nuépa IV yia 3 nuépeg 8,17
(MovoBeparreia)
Doxorubicin 50 mg/m* IV 20, 23, 33, 36
Cisplatin 100 mg/m? IV 20, 23, 33, 36
Bleomycin 15 povétésg/m2 IV yia 2 nuépeg 2,13, 26, 39, 42
Cyclophosphamide 600 mg/m2 IV yia 2 nuépeg 2,13, 26, 39, 42
Dactinomycin 0,6 mg/m2 IV yia 2 nuépeg 2,13, 26, 39, 42

Otav mpokeital va xopnynBolv autég ol uwnAoTepeG dOOEIG PEBOTPEEATNG,

odnyieg ac@dAciag Ba TTPETTEI va TNPOUVTAI TTPOCEKTIKA.

ol akbéAoubeg

KATEYOYNTHPIEZ FPAMMEZ I'A OEPAMNEIA ME METHOTREXATE MAZI ME AIAZQZH

ME AEYKOBOPINH
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4. H xopriynon mng peBoTpe€drng Ba TpéTmel va kaBuoTepei eav:

* * * * * * *

va aQaIpeiTal TTARPWG TO UYPO, TIPIV aTTO TNV £yXUON.

5. Oa mpémel va éxel emBePaiwbdei N ETTAPKAG VEQPIKA AgiToupyia.
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O apIBudG Twv AcukWwv aigoo@aipiwy gival Aiyotepog atré 1.500/pl.

O apIBudG Twv oUdETEPOPIAWY gival AiyoTEpOg atrd 200/ul.

O ap1Budg Twv aipoTreTaAiwy givar Aiyotepog atré 75.000/pl.

Ta emimeda xoAepuBpivng Tou TTAGoaTog gival yeyaAitepa amd 1,2 mg/dl.
Ta emireda SGPT eival peyaAutepa ammd 450 1.U./L
Mapouaia BAevvoyoviTidag £wg 6Tou aTmodPGEl.
Mapoucia empévoucag uTTECWKOTIKAG GUAANOYAG, N OTToIa TTPETTEI VA TTAPAKEVTATAI KAl

a. H kpeaTivivn Tou TTAGOPATOG TTPETTEN VA €ival QUCIOAOYIK, Kai n K&GBapan Tng
KpeaTivivng TTPETTEl va gival peyaAutepn atmd 60 ml/min, Tpiv Tnv évapén Tng

Beparreiag.

B. H kpeaTivivn Tou TTAGOUATOG TTPETTEI VA PETPATAI TTPIV OTTO KABE KUKAO BepaTreiag.
Edv n kpeativivn Tou TAdopaTtog €xel augnBei katd 50% 1 TTEPICCOTEPO CUYKPIVOUEVN
ME TTponyoUpevn HETPNON, N KABapon TNG KPEATIVIVNG TTPETTEI va HETPATAI KOl VA
gival yeyaAutepn a1moé 60 mi/min (akdun kar av n kpeativivn Tou TAAoPaTOG BpiokeTal
akoOun PEoa o€ QUOIOAOYIKAG TTAaicIa).

6. O aobeveig TTPETTEl va evudATWVOVTAI KAAG KOl TTPETTEI VO TOUG XOPNYEiITal SITTavVOPOKIKO
VATPIO YIa aAKaAoTToinon Twv oUupwv.

a. Xopnyouvtal evdo@AeBiwg 1000 ml/m? uypou Tmepiéxoviog 10 mEq dirravBpakikou
Nartpiou ka1 20 mEq KLC/L yia 12 wpeg Tpo TnG £vapéng Tng £yxuong Tng pebotpegdrng. H
evuddTwaon ouvexiCeTal ye pubuo 125 ml/m?%/&pa (3 Aitpa/m*/nuépa) katda Tn dIAPKEIQ TNG
£€yxuong TnG HEBOTPEEATNG, Kal yia 2 nUEPES aPoU CUPTTANPWOEI N £yxuan.

B. Ta oupa aAkaAotroloUvtal waTte va Olatnpolv 1o pH peyaAutepo ammd 7 katd Tn
dIdpKela TNG £yxuong TnNG HEBOTPEEATNG Kal TNG BepaTtreiag e Acukofopivn. Autd pTTopEi va
EMTEUXOEI e TN Xopriynon Tou dITTavBpakikoU vaTtpiou atrd To oToua ] e Tn OIGAUGH Tou
péoa o€ EEXwPIOTO VOOPAERIO diGAupa.

6. O1 yeTpAOCEIG TNG KPEATIVIVNG TOU TTAACHOTOG Kal TNG EBOTPEEATNG TOU TTAAOUOTOG
emmavaAapBavovral o€ 24 wpeg atrd TNV Evapén Tng Beparreiag pe peBoTPeEATN KaI
TOUAGXIOTOV YIQ Hia QOopa NUEPNTIWG, JEXPI Ta ETTITTEDT TNG HEBOTPECATNG va gival KATW
até 5 x 10 mol/l (0,05 micromolar).

7. O TapakdTw TVAKOG TTOPEXEI

KOTEUBUVTAPIEG YPaAUUEG yia Tn  OocoAoyia Tng

Aeukofopivng TTou Baacicetal oTa emiTeda peBOTPELATNG TOU TTAACUATOG.

OEPAMEYTIKA ZXHMATA AIAZQXHX ME AEYKOBOPINH NOY AKOAOYOOYN TH
OEPATMEIA ME YWHAEZ AOZEIZ MEOOTPE=ATHZ

OAHIIEZ I'A TH AOZOAOTIIA KAl XOPHIHZH THZ AEYKOBOPINHZ

KAIvikq katdoTaon

EpyaoTnplakd eupfipara

Aéon Aeukofopivng kai didpKeIa
BOepameiag

duaioloyikn
atrooAnA TG
peBoTPEEATNG

Emitreda pebotpedrng atov
op6 trepitrou 10 micromolar

24 Wpeg PETA TN Xoprynon,

1 micromolar petd 48 wpeg, Kai
NiyoTepo atd 0,2 micromolar
oTIG 72 WPEG.

15 mg atré 10 OTOUA, EVOOUUIKA 1
evOOPAEBIa KGBE 6 WpPEG yia diIGoTNUA
60 wpwv (10 ddoeig TTou Eekivouv 24
WPEG PETA TNV £vapgn TNG €yXuang Tng
peBOTPEEATNG).

Oyiun kaBuoTépnaon
oTnv atmmofoAn Tng
pEBOTPECATNG.

Emimreda pebotpetdtng oTov

0po dvw Twv 0,2 micromolar oTig 72
wpeg Kal avw Twv 0,05

micromolar 0TI 96 WPES YETA TN

>uveyiCeTal n xopriynon 15 mg atré 1o
oTOMa, eVOOMUIKA 1] evOOPAERIa KAOE 6
WPEG, YEXPI TA ETTITTEDA TNG
pEBOTPEEATNG OTOV 0PO VA TTETOUV
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XOopAynon. K&tw amd 1a 0,05 micromolar.
Mpwiun Emimreda pebotpetdtng oTov 150 mg evOo@AEBIa KABE 3 WPEG MEXP!
kaBuaoTépnon otnv op6 50 micromolar A kai Ta emmiTreda PeBOTPEEATNG va gival
atmooAn NG TTEPIOOOTEPO OTIG 24 WpPEG, N 5 MIKpOTEPQ aTTé 1 micromolar.
peBoTpeEdTng i KaI micromolar A kal TTEpIcoOTEPO H xopAynon ouveyicetal ye 15 mg
£voeign oéeiag oTIG 48 Wpeg PETE TN XOPrYNoN. eVOOQAERBIa KABE 3 wWPEG, HEXPI TA
VEQPIKAG BAGBNG 100% ad&non Twv ITTESWY etmimeda peboTtpeCdTng va givai

KpeaTivivng oTov opd A Kal

MIkpOTEPQ aTTé 0,05 micromolar.

TTEPIOCOTEPO 24 WPEG UETA TN
Xoprynon Tng peBoTpegang (Tr.x.
augnon ammoé 0,5 mg/dl oto 1 mg/dl R
TTEPICTOTEPO).

AcBeveic TTou TTapoucdidlouv Tpwiun KaBuoTépnon oTnv Taxeia (evwpig) atmmofoAr Tng
peEBOTPEEATNG cival TOBavov va avaTrTUEouV un avaoTPEWIKN VEQPIKA AVETTAPKEIQ.

2T0UG aoBeveic autoug, ekTOG ammd Tnv KATAAANAN Oepatreia pe Aeukofopivn, atraiTeital
ouveXnS evuddaTwaon Kal aAkaAotroinon Twv oUpwyv, KaBWwg Kal OTev TTapakoAoubnon Tou
I00Cuyiou Uypwv Kai NAEKTPOAUTWY, PEXPI Ta eTTiTTEdA UEBOTPEEATNG GTOV 0PO Va TTEGOUV KATW
ato 0,05 micromolar, kai va TTapéABEI N VEQPIKI AVETTAPKEIQ.

Mepikoi aoBeveic euygavidouv dlatapaxég otnv ammoBoAl TG HEBOTPEEATNS N TN VEPPIKNA
Aeitoupyia peTd amd xopAynon HeBoOTPeEATNG, oI oTToieg €ival onuavtikéG aAAd AiyoTepo
ooBapég atrd ekeiveg TTOU TTEPIYPAPNKAY aToV Mo TTavw Trivaka. Or dIaTapaxEég auTéG UTTopEi
va oxetiCovral 1 Ox1 ge onuavtik KAIVIKA Togikétnta. Edv TrapartnpnBei cofapr KAIVIKA
TOEIKOTNTA, N dIdowan Pe Asukofopivn TTPETTEN va TTapaTabei yia 24 wpeg eMITTAEOV (CUVOAIKA
14 d60¢Ig o€ 84 WPEG).

Mpétrer wavTote va Aaupdveral uttéwn n moavotnTa 0 acBevig va AauBdaver AAAa eapuaka
TTou AAANAETIOPOUV pe TN peBoTpegaTn (Tm.X. @Apuaka TTou eTrePPBaivouv oTnv KdBapan Tng

MEBOTPEEATNG 1 oUVDEOVTAI UE TIG ASUKWUATIVEG TOU 0poU) OTAV TTAPATNPEOUVTAI EPYACTNPIAKES
dlaTtapax£g r KAIVIKR TogIKOTNTA.

- Ywpiaon kal peupatosidrig apBpitida:
O aoBevng Ba TTPETTEl va EVNUEPWVETAI TTANPWG YIA TOUG KIVOUVOUG TTOU UTTAPYOUV Kal Ba

TTPETTEI VO BPioKeTal KATW ATTO OUVEXT TTapaKoAouBnan atrd 1o yiatpd Tou. H ekTiunon tng
QAIJATOAOYIKNAG, NTTATIKAG, VEPPIKNG, KAl TIVEUUOVIKAG AEIToupyiag Ba TTpETTel va yivetal atrd 1o
IOTOPIKO, TN QUOIKN €EETACN, KAI TIG EPYACTNPIOKES EEETATEIC TTPIV ATTO TNV £vapén, TTEPIODIKA
katd T dIdpKela, Kal TTpIv aTTd TNV eTTaveévapén Tng Bepartreiag pe peBoTpeCarn (BAETTE
Mpo@uAdéeig). Oa tpétmel va AaudvovTal Ta KAataAANAa HETPA £TO1 WOTE VA ATTOPEUXDEI N
oUAMNWN katd T didpkela TnG BepaTtreiag pe pebotpe€drn (BAETTE MPOoPUAAEEIS Kai

AvTevOeigeig).

OAa 1a docoAOyIKG oxAuaTa Ba TTPETTEl ouveXWG va Trpocapudlovral e KaBe aoBevn
Eexwprotd. Mia apxikf SOKIMAGTIKY dOaN TTPETTEI VA XOpPNYEiTal TTpIv 800l TO KAVOVIKO O
BepaTreiag yia va ammokaAu@Oei Tuxov utrepeuaiocbnaia wg TTPOg TIG AVETTIOUUNTEG EVEPYEIES
(BAéTe AvemBuunteg Evépyeleg). H péyioTn PueAOKATAOTOAN ouvriBwg emépxeTal yéoa oe 7

€wg 10 nuépeg.

Na AauBdvere Ta diokia Methotrexate/Pfizer pia @opd tnv eBdoudda
O ouvtayoypaewy 1aTpdg PTToPEI va kaBopioel TV NUéEpa TNG Awng oTn cuvTtayn.
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- Ywpiaon: Zuviotwueva Evapkrnpia AocoAoyika Sxhuara

3. ERSouadiaio doooAoyIKO OXNAPO yia xopriynon €ite amd To OTOUA, €iTe €vOOMUIKA
evOOQAEBIa: 10-25 mg avd eBOouada PEXPI va ETTITEUXOET ETTAPKAG avTaTTOKPION.

4, IxAua dlaipepévwv 860ewv ammd To OTopa: 2,5 mg kéBe 12 wpeg yia 3 do0EIg
TrousTTavaAapBavovral efdouadiaia.

O1 dooohoyieg oe kGBe oxnua eivar duvatdv oTadlakd va TTpocapudélovTal €Tl WOTE Va
emTEUXOEi N KaAUTEPN KaTd TO duvaTtdv KAIVIKA avTatrékpion. Kavovikd dev Ba TTpéTmel va yivel
utrépPaon Twv 30 mg avd eBdoudda.

E@boov éxel emteuxOei n KaAUTEPN KaTd TO duvaTdv KAIVIKA) avTaTTokpion, To KaBe S000AoyIKO
oxAua Ba Tpétel va pubpietal otn Aiyotepn duvarr TTOoOTNTA TOU QOPUAKOU Kal aTn
peyaAUuTepn duvarr] TTEPiodo avatmauong.

H xpron tng peboTtpeldTng PTTOPEN va ETITPEWE! TNV ETTICTPOPNA OTN CUUPBATIKI TOTTIKN
Bepartreia, n xprion Tng otroiag Ba TrpéTrel va evlappuveTal.

- Peuparoeidr¢ apBpinida: Zuviotwueva AocoAoyika Zxrhuara Evapéng

4. Adoeig amd 10 oTOPA / TTapevTEPIKA TwV 7,5 £wg 15 mg pia @opd Thv pdoudda.
5. Aiaipgpéveg d60¢€lg amd 1o OTOUA Twv 2,5 mg avd 12 wpeg yia Tpelg dO0EIG, TTOU
emavaiaupavovral egdouadiaia.

O1 dooohoyieg o€ KABe oxnua Ba TTPETTEI va TTPOCapUOlovTal OTABIAKA £TOI WOTE VA ETTITEUXOEI
N KoAUTEPN avTaTtoKpion, aAAd Kavovikd n ouvoAikr eBdopadiaia déon dev Ba TTpétel va
gemrepvael Ta 20 mg.

H Treplopiopévn eumreipia deixvel pia onuavtikg avénon otn ouxvotnta Kal Bapltnta Twv
OoBapwWYV TOLIKWY avTIOPACEWY, IBIAITEPA TNG KATAOTOARG TOU PUEAOU TWV O00TWYV, O¢ BOOEIG
peyaAuTepeg atrd 20 mg avd edoudda.

E@doov éxel emiTeuxBei avTatrokpion, To KABe axfAua Ba TTPETTEl va EAATTWVETAI €AV AUTO Eival
ouvaTtod, oTn XapNASTEPN ATTOTEAECUATIKI dOON.

H avramékpion otn Bepatreia ouviBwg apyiel péoa oe 3 €wg 6 BOOPAdES Kal 0 aoBevng
MTTOpPEi va cuveyioel va BEATIWVETAI yIa akOPn 12 eBOouddeg i TTEPICOOTEPO.

H 18aviki didpkeia TG Bepatreiag dev eival yvwoTth. Ta Tepiopiopéva oToixeia TTou eival
O108é01pa atmd PHakpoXpovieg PEAETEG Deixvouv OTI N apxIKn KAIVIKY) BeAtiwon diatnpeital yia
TouAdxioTov dU0 Xpévia e Tn ouvéxion Tng Oeparreiag. Otav n peBoTpeEdTn OIAKOTIEI,
ouvnBwg n apBpimda emdeIvWVETAl HEOA O€ 3 £wG 6 ELOOPADEG.

- Neavikn peuparoeidng apbpitida pe moAuapBpIkn TPooBoAn.
H ouvioTwpevn apxikn doocoloyia givar 10 mg/m* xopnyoUuevo pia @opad Tnv efdoudda.

>€ ONUOCIEUPEVEG KAIVIKEG HEAETEG TTAIDIATPIKWY OOBEVWV E VEQVIKI) PEUUOTOEIDN apBpiTIda U
1TO)\UGp9§)IKI"] TTPOCBOAN,, n docoloyia ueBOTPeEATNG TTOU ava@EPBNKe KupaiveTal atmd 4 £wg
17 mg/m“/eBdouada i 0,1 éwg 1,1 mg/kg/eBdopdda. H didpkeia kupdvBnke amd 1 pfRva £wg
7,3 xpovia. ZTIG TTEPICTOTEPES ATTO AUTEG TIG HEAETEG N HEBOTPEEATN XxopnyRBNKE aTTd TO OTOA.
QoT600, O€ OPICUEVEG TTEPITITWOEIG XOPNYNONKE EVOOUUIKWG.

Xopnynon o€ nAIKIWUEVOUS

‘Exouv ava@epBei Bavatneopes ToEIKOTNTEG OXETICOPEVES e akoUala KaBnuepivr ddon avi yia
eBdopadiaia, 161aiTepa o€ NAIKIWPEVOUG acBeveig. O aoBeveig TTPETTEI va ival EVAUEPOI YIa TN
onpocia TNg CUPUOPYWONG OTIG AYEIS pia popd Tnv eBdoudda yIa TRV pEUPATOEIBH apBpiTida
Kal TN ywpiaon

AOGYW PEIWPEVNG NTTATIKAG KAl VEQPIKAG AEITOUPYiag KaBWG Kal EAATTWHEVWY ATTOBEUATWY
QUAAIKOU Kal @UAAIVIKOU 0&€0G O€ auTr] TNV ouada Tou TTANBUCOoU, Ba TTPETTEl va XopnyouvTal
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OXETIKG XaunA£G 6OaE€Ig Kal 01 aoBeveig va TTapakoAouBoUvTal OTEVA yIa TIPWIKG OnUEia
TOgIKOTNTAG.
Xopnynon o€ aoBeVeiC ue VEQPIKN aVETTAPKEIA
Mpooappoyr doocoloyiag oe acBeveic pe VeQPIK aveTTApKeIa
KdBapon kpearivivng (ml/min) % TS Kavovik¢ d00NS mou mpétrel va xopnynOei
> 80 MARpng 66on
80 75
60 63
50 56
<50 Na xpnoigotroinBei evaAAaKTIKA Bepartreia

Xopnynon os maidid

H ao@dAcia Kal N aTToTEAECUATIKOTATA TOU QAPUAKOU aTa TTaidId £Xel TEKUNPIwBEI pdvo oTn
XNUEIOBepaTIEia TOU KOPKIiVOU Kal OTn VEQVIKI PEUMATOEION apBpiTida pe TTOAUAPOPIKA
TTPOCROAN.

Anuooicupéveg KAIVIKEG PEAETEG aloAdynong TNG xpnong Tng HeBoTpeCdTng oe TTaIdIA Kal
eprABoug (dnA. aoBeveig nAikiag 2 €wg 16 €TWv) MPE veavik PEUPATOEIDN apBpiTIda
TTapouciacav ac@AAEIa TTAPOUOIO PE EKEIVN TTOU TTAPATNPENONKE Ot eVAAIKEG PE PEUNATOEION
apBpimida (BAETTE TTap. 2.6 Aocoloyia kai 2.7 YTrepdoooloyia).

‘Exouv epg@avioTei Bavatn@opeg TOLIKOTNTEG TTOU OXeTiCovial pe AGBog uTttoAoyiopd Tng
evOOQAEBIaG Kkal evdoppayiaiag xopAynong. [Mpémer va divetal €1OIKA TTPOCOXH OTOV
utroAoyioud Tng 86ongG.

>oBapn veupoTogIKOTNTA, OUXVA EKONAOUMEVN WG YEVIKEUPEVEG I EOTIOKEG ETTIANTITIKEG KPIOEIG
Exel avapepBei pe ampoodoknTn aufavouevn auxvoTnTa avaueoa o€ TTaIdIATPIKOUg aoBeveig
pe ofeia Aepg@oBAacTikr) Acuxaipia ol otroiol AduBavav evOo@AERIa Bepartreia pe evoldueon
déon peBoTpeEatne (1 gm/m?) (BAéTTe TTap.2.4 EISIKEC TIPOEISOTIOINCEIC KAl TIPOQUAGEEIC KATG

N xpnon, Neupiko).

ZuumAnpwuara UAAIKOU 0§éwg

2T10UG 00BEVEIG TTOU TTAOYOUV OTTO PeupaToEld apBpiTida cupTTEPIAaPBavoPEéVnG TNG VEAVIKNG
peupaTocidols apbpiTidag pe ToAuapBpIkr TTPooBoAl i wwpiaon, To QUAAIKO 1 TO QUAAIVIKO
o¢Uu duvavtal va PEIWOOUV TNV TOEIKOTNTA TNG MEBOTPEEATNG OTTWG CUUTITWHATA ATTd TO
YOOTPEVTEPIKO, OTOPATITIG, OAWTTEKIO KAl QUENPEVES TIMEG NTTATIKWY evCUPWY (BAEéTTE TTap.4.5
AMNAETIOPACEIG HE AAAO QAPUAKA KAl GAAEG HOPPES AAANAeTTIOpaONG, BiTapiveg).

Mpiv T Ajyn KdTmolou CUPTTANPWHATOG GUAAIKOU 0&EWG, OUVIOTATAI O EAEYXOG TWV ETTITTEOWV

NG Birauivng B12, 18iaitepa atoug evAAikeS dvw Twv 50 €Ty, dedouévou OTI N xopriynon Tou
QUAAIKOU 0&€wG PTTOPET va TTIKAAUWEI TO CUPTITWHATA TNG aveTTdpKelag Birapivng B12.

Odnyieg xpAong/xeipiouou

Xelpioué¢

Ta &ropa TTou €PXOVTal O€ ETTAPN HE AVTIKAPKIVIKA @Apuaka f epydalovTtal o€ Xwpoug OTTou
YivETal Xprion TETOIWY QAPPAKWY UTTOPEI VO UTTOOTOUV £€KBEON OTA OKEUACUATA QUTA PJECW TOU
agpa A pgéow armreubeiag emarg Ye PoAuopéva ammd Ta @Apuaka avtikeigeva. O duvnTikéG
ApPVNTIKEG CUVETTEIEG YIA TNV UYEia PTTOPOUV va TTEPIOPICOOUV WE TN CUPPOPQWAN HE TIG
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oladIkacieg Twv 1I6pUPETWY OTTOU BIAKIVOUVTAl TA (QAPMOKA aAUTA, HE TIG ONUOOCIEUNEVEG
KOTEUBUVTAPIEG 0dNYieg Kal PE TOUG I0XUOVTEG TOTTIKOUG KAVOVIOUOUG YIG TNV TIOPOOKEUN,
XOpAyNon, METAQOPA Kal atroppIyn €TTIKIVOUVWY QAPPOKEUTIKWY OKEUAOUATWY. Agv UTTAPXEI
YEVIKA OUP@WVIA yIa TO KATA TTOO0 OAEG Ol EVOEIKVUOUEVEG OTTO TOUG KAVOVIOUOUG d1adikaaieg
gival atrapaitnTeG 1) KATAAANAEG.

Apaiwaon Twv evéoiuwy dIaAuudrwy
Edav eival emBupntd 10 didAupa ptropei va apaiwBei rpiv Tn XprRon He éva KatdAAnAo oTeipo
MEOO Xwpig ouvTnpENTIKG O0TTwG 5% Dextrose Solution, i} evéoiyo NaCl.

AaguuBardrnrec

‘Exel avagepBei 611 n peBotpetdrtn cival acuupartn ye cytarabine, fluorouracil kai prednisolone
sodium phosphate. Qot1600 n acuuBardtTnTd TG pe TNV fluorouracil £xel au@ioBnTnOEi . Exel
avaeepOei 611 TO dIdAUpa peBoTpegdTng sodium pe cytarabine kai hydrocortisone sodium
succinate o€ dilagopa uypd £yxuong gival cupBartd ato oTITIKAG TTAEUPAS yia TOUAAXICTOV 8
WpPES aToug 25 °C, TapdT TTapatnpAdnke inua KaTd TNV atmoBAKeUoN yia TTOAEG NUEPEC.

2.7 YepSoooAoyia

ATTO TNV guTreipia PeTd TNV KUKAOQopia Tou @apudkou, uttepdocoAoyia pe peboTpetdrn £xel
KUpiwg TTapatnenBei hge xopriynon ammd ToUu OTOUATOG Kal evdoppaxiaia av Kal £XEl €TTioNG
avaeepBei kal uttepdocoloyia atrd evOOPAERIa i EVOOUUIKN Xoprynon.

‘Exouv avogepBei TrEPITTTWOEIG  UTTEPOOCOAOYIAG, HEPIKEG QOPEG BavaTneopeg, Adyw
€0QAAPEVNG KABNUEPIVAG AWNG HEBOTPEEATNG aTTd TOu OTOPATOG avTi dopadiaiag AAWnG.
2TIG TTEPITITWOEIG AUTEG, TO CUUTITWHATA TTOU £XOUV OUXVA avagepOei ival aipatoAoyIKES Kal
YaoTpevTePIKEG avTIdOpdoelS. Mapadeiyparog Xdpn, AeukoTrevia, BpouBoKUTTaPOTTEVI, avaipia,
TTAVKUTTAPOTTEVIA, JUEAOKATAOTOAR, BAEvvOoyoviTIdA, OTOUATITION, OTOUATIKY EEEAKWON, vauTia,
EUETOG, YOOTPEVTEPIKN €EEAKWON, YOOTPEVTEPIKN aQiuoppayia. Z& MEPIKEG TTEPITITWOEIG OV
ava@épbnkav cupTrTwpaTa. YTTApEav ava@opég BavaTwy PETd atrd uttepdoCoAoyia. € auTég
TIG TTEPITITWOEIG £XOUV avapepOei TTIONG TTEPIOTATIKA OTTWG GNWAIWIA, 1] GNTITIKO OOK, VEPPIKA
QveTTAPKEIQ Kal ATTAACTIKN avaiyia.

Ta oupmtwpata amd Tnv  evdoppayiaia utrepdOCOoAoyYia €ival YEVIKA CUMPTITWHPATA TOU
Kevipikou Neupikod 2uotAparog (KNZX), TrepiAapfavopévwy  TTUpeToU, vauTiag, ePETOU,
KpioEwv 1 OTTaopwWy, Kal o&eiag TOEIKAG €yKEQPOAOTTADEIOG. € MEPIKEG TTEPITITWOEIG OEV
avaeépbnkav  ouuTrTwpata.  YTApEav  avagopés Bavatwv  petd atmmd  evdoppaxiaia
uTTEPOOCOAOYIO. € QUTEG TIG TTEQITITWOEIG avagEPBnKav €TTiong KAAN TTAPEYKEPAAITIOOG TTOU
OXeTiCeTal pE AugnuéVn EVOOKPAVIAKI) TTiEoT, Kal o&eia TOEIKN eyke@aAoTTéOEIa.

ZUVIOTWHEVOG TPOTTOG AVTIJETWITIONG

H Agukofopivn evdeikvuTal yia TNV avTioTaBuIon Tng TogIkOTNTAG KAl TNV €E0UdETEPWON TWV
TOEIKWYV Opacgewv atd Tnv utrepdoaoloyia TnNG peboTpeEdng. H xopriynon tng Acukofopivng
TIPETTEI VA EEKIVATEI TO GUVTOUOTEPO duvaTtdv. Oco aufdvel To Xpovikd diIdoTnua WeTagu TnG
xopniynong TG peBotpe€dtng kal TG  €vapéng TNG  A€ukofopivng, MEIWVETAl N
aTmmoTeAETUATIKOTNTA TNG Acukofopivng, 6oov a@opd TNV KATATTOAEUNON TNG TogIkéTNTAG. H
TTAPAKOAOUONON TWV CUYKEVTPWOEWV TNG HEBOTPEEATNG OTOV 0pPd E€ival atmapaitnTn yia va
kaBopioTei N 1davikn 660N Kabwg Kai n 1davikh didpkeia Beparreiag ue AeukoBopivn.

2€ TIEPITITWOEIG PEYAANG UTTEPOOCOAOYIOG, UTTOPE va XPEIAOTEN EVUDATWON KAl aAKaAOTTOINGN
TWV oUpwvV yia va TTPoAn@Bei n kabifnon Tng HeBoTPEeEATNG /KAl TwWV PETAROAITWY TNG OTA
VEQPIKA owAnvdapia. H aipodidAuon kai n Trepitovaik O1dAuon dev €xel atmodeixdei OT
BeATiwvouv Tnv ammoudkpuvon TnG MEBOTPEEATNG, OPWG £XEl avaQePBEi ATTOTEAECUATIKNA
KaBapaon Tng peBoTpeCdTng Pe eTeiyouaa, TTePIOdIKN alpodilAiIon pe xprion SIoAUTWY UWNANG
pong.
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Tuyaia evdoppayiaia uTTEpOOCOAOYIO UTTOPEI va OTTAITAOEl EVTATIKY CUOTNPATIKA UTTOGTAPIEN,
upnAég 000¢€Ig Acukofopivng CUOTNUATIKWG, GAKOAIKA Slo0pnon Kal Taxeia TTapoxETEUON
EYKEQAAOVWTIAIOU UYpOoU Kal KOIAIOOQUIKH €yXuon.

Ymdpyouv ONUOCIEUPEVEG avapopig BepaTreiag pe evOOPAEBIO Kal evOoppaxiaia xopriynon
kapBogutremmiddong G2 woTe va emTaxuvBei n kdBapon Tng pEBOTPECATNG OE TTEPITITWON
utTEPSOCOAOYIaG.

2.8 Ti rpéTrel va YVWPIJeTE OTNV TTEPITITWON TTOU TTOPAAEIYETE va TTAPETE KATTOI0 SO0
2€ TTEPITITWOT TTOU TTAPAAEIPETE va TTAPETE KATTOIO OOCN CUUBOUAEUTEITE TO YIOTPS COG.

2.9 AvetriB0puNTEG VEPYEIEG

levikd, n ouxvoeTnTa Kal Bapltnta Twv OfEwv AvemmBUPNTWY EVEPYEIWV OXETICETOI PE TN
docoloyia kal Tn ouyxvoeTnTa xopAynong. O o coBapég aveTmBUUNTEG EVEPYEIEG TTAPATIOEVTAI
oTnv Tapdaypa@o “TogIKOTNTA TWV OPYavIKWY CUCTNHATWY”, GTO KEQAAQIO Twv MNPpo@uAGEewvy.
To ke@AAaio autd Ba TpéTTel €Tmiong va AauBaveral uTrTown OTav JEAETWVTAI Ol AVETTIOUPNTEG
EVEPYEIEG TNG YEBOTPEEATNG.

O1 1Mo ouxvég avemBuunTeg evEPYEIEG TTOU €XOUV avagepBei eivar eAkwdng oTouaTiTION,
AgukoTTevia, vauTia Kalr duo@opia aTnv TTEPIOXA TNG KoIAiaG. AAAEG aveTTIBUUNTEG EVEPYEIEG TTOU
Exouv avagepBei apkeTd ouyxva eival kakouxia, adikaioAdynTn KOTIwaon, piyn Kal TTUPETOG,
aioBnua ¢aANG Kai Yeiwpévn avrioTaon oTIG AOIHWEEIG.

AANeG  avemmBuunTeG evépyeleg TTOU €XOUV  ava@epBei pe Tn peBoTpegdTn avagEpovTal
TTAPAKATW avd KATnyopia CUCTHAPATOG OpYyAvwy. Z& OYKOAOYIKEG TTABAOEIG, N TAUTOXPOVN
Xopnynon GAwv @apudkwy Kal N UTTOKEINEVN VOOOG UTTOPEI va BUOKOAEWOUV TNV atrodocon
MIOG QvETTIOUUNTNG evEPYEIOG OTN HEBOTPEEATN KAl POVO.

O1 avemBUunTeG avTIOPACEIG KAOTATACTOVTAlI AKOAOUBWG WG TTPOG Tn ouxvoTnTa KaTd CIOMS:
IMoAU ouxvég >1/10

2uxvég >1/100 ka1 <1/10

Ox1 ouyvég >1/1.000 ka1 <1/100

Zmavieg > 1/10.000 ka1 <1/1.000

IMoAU oTrdvieg <1/10.000

Mn yvwoTég (ATTpoadiopioTng ouxvoTnTag) Oev uPTTopoUV va ekTIUNBolv pe Bdon Ta

OlaBéoipa dedouéva

Kartnyopia opydvou cuoThpatog  AvemOountn evépyela (BAéme map.2.4 Eidikég
TPOEISOTTOINCEIG KAl TTPOQPUAASEIS KATA Tn XpPAon,
TodikéTNTA TWV OPYAVIKWV OUCTNHATWY, Yid
TEPAITEPW AVATITUEN)

NoIPWEEIG KAl TTAPATITWOEIG

Ox1 ouyvég Eukaipiakég Aolwéelg, TrepIAauBavouEvwy
Bavatn@opwv AoINwEewv

ZTAVIES Znyaiyia, KOKKISIOEIBOUUKNTIOoN

Mn yvwoTég Nolpwéeig TrepIAapBavouEvng TIveUdoviag, TTveupovia

amdé Pneumocystis carinii, vokapdiaan, IcTOTTAAOUwOn,
KPUTITOKOKKWGAN, £pTTNG (WOoTAPAG, NTTaTimda armod Tov 16
TOU aTTAOU £PTTNTA, YEVIKEUPEVOG OTTAGG £PTTNG,
Bavarneoépa onwaiyia, Aoipwen atrd KUTTOPOUEYAAOIS
TTEPIAAUBAVOUEVNG TTVEUHOVIAG ATTO KUTTAPOMNEYAAOIO,
emavevepyoTtroinon Aoipwéng nrratimdag B, emdeivwon

Aoipwéng nrarimnidag C.

NeomrAdopara KaAon0n,kakondn (TTepIAaupavovTal KUOTEIG Kal TTOAUTTOOEG)

Ox1 ouyva NEPOWQ, TTePIAauUBavouévou avaoTPEWIPOU
AEPQWPATOG

MoAU otrévia 2UvOpouo AUoewg Oykou (udvo OE  TTEPITITWON
TTOPEVTEPIKAG XPAONG)

46



AAYEII-E.4250-13/8
(240)

AlaTapay€g TOU aIJOTTOINTIKOU KOl TOU AEU@IKOU CUCTAHATOG

Ox1 ouyvég

MoAU oTrévieg
Mn yvwoTég

Avaipia, KATEOTAAPEVN aigotroinon,
BpouBokuTTapoTTEVia

ATTAQOTIKA avaiyia

Nep@adevoTrdBeia Kal AeuPOUTTEPTTAACTIKES DIATAPAXEG
(TrepIAapBavouévwy Kal avaoTPEWIPWY) ,
TTAVKUTTAPOTTEVIQ, OUOETEPOTTEVIA, OKOKKIOKUTTOPAIMIA,
NWaoIvogIAia.

AlaTapay€g TOU AVvOCOTTOINTIKOU CUGTAMATOG

Ox1 ouxvég
MoAU oTrévieg

AVOQUAOKTOEIDEIG avTIOPATEIG
YTtroyappaoeaipivaiyia

Aiarapayéc rou pysraBoAiouou kai g péwng

2TTAVIEG

Yuxiarpikég dlaTtapayég

ZTAVIES

AloBATng

ANayég Tng B1a0eang, TTapodIkA vonTikr ducAsiToupyia

Alatapayég TOU VEUPIKOU CUCGTANATOG

2UxVEg
Ox1 ouxvég

2TAvIES

MoAU oTrévieg
O@OaApikég dlaTapaxég
2TAvIES

MoAU otrévieg
Mn yvwoTég

Kapdiakég diatapoaxég

2TAVIEG
MoAU otrévieg

Ayyelakég Siatapaxég
ZTAVIES

MoAU otrévieg

MapaioBnaoia

2macpoi (uO6vo  O€  TIEPITITWON  TTOPEVTEPIKNAG
xopriynong),

EykepahotrdBeia/AeukoeykeparoTrddeia (udvo o€
TTEPITTITWON TTAPEVTEPIKAG XOPRYNONG), KEQAAAAyia,
NUITTdpeo.

YTrvnAia, Tépeon, diatapaxEg oto Adyo
TepIAapBavopévng duocapBbpiag kal apaaciag,
Aeukogyke@aAoTTaBela (aTTd TOU GTOPATOG Xoprynon)
AcouvABeig aioBnTIKES dlaTapPAXEG OTNV TTEPIOXT] TOU
Kpaviou.

Odupog Opaong, OCoBapéc  OTTIKEG  dlaTAPAXES
dyvwoTng aitiohoyiag.

EmimreukiTig, Tapodikn TUeAwon/atrwAsia épaong
Ap@iBAnoTpocidotrddeia

Ymétaon
2UAoyn uypou oTov TTEPIKAPOIOKO XWpo,
TTEPIKAPDITIOA.

OpoupocuPoAikd etreiIcddia (TrepIAapBavouévng
BpouBoAeBimdag, aptnpiakng Bpoupwong,
EYKEQPAAIKAG Opdupwaong, v Tw Pabel
PAeB0BPSUBWONG, TTVEUNOVIKAS EUPROANG, BpduBwaong
Aau@IBANOTPOEIDIKAG PAEBOG)

Ayyelimda

AlaTapayég TOU AVATIVEUCTIKOU GUCTHHMATOG, TOU BWPAKA KAl TOU NECOBwPAKIOU

Ox1 ouxvég

ZTAVIES
MoAU oTrévieg
Mn yvwoTég

Aidueon trveupoviTida, TTepIAapBavouévng Bavatneopag
¢KBaong, uTTECWKOTIKF) GUAAOYR

®apuyyiTida, ,TIVEUPOVIKA ivwon

Xpoévia dIdueon aTTOPPAKTIKI TTVEUUOVOTTABEIQ.
KuyeAidimida
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AlaTapayég TOU YAOTPEVTEPIKOU

Ox1 ouxvég Avopetia, didppola, oTopaTiTdq, EUETOG, TTAYKPEATITION

2TTAVIEG Evrtepimida, €AKn yaoTpevTeEPIKOU KAl  aigoppayia,
OUAITIOq, péEAQIVA.

MoAU oTrévieg Alpatéueon

Alatapayég Tou QITATOG KAl TwV XOAN@Oopwv

Ox1 ouxvég AUgNoEIg NTTATIKWY EVCUPWY

2TTAVIEG O&eia  nmarinda, xpdévia ivwon Kol Kippwon,
NTTATOTOEIKOTNTA

MoAU otrévieg Mrwon Aeukwparivng opou

Mn yvwoTég HtraTikn avemrdpkeia

Alatapayég Tou BEPUATOG KAl TOU UTTOSOpPIoU 1I6TOU

Ox1 ouxvég AAwTtrekia,  ouvdpouo  Stevens-Johnson,  TOgIKN
EMIOEPUIKN VEKPOAUOT (oUvdpopo Lyell)

2TAVIES AKUR, EKXUMWOEIG, TTOAUUOPQO £pUBNua, epubnuaTtwdn

eCavOnuara, oCidia, emwduvn dIGRPWCN YWPIOTIKWV
TTAOKWYV , QWTOEUaIOONGIa, JEAQYXPWOTIKEG OAAOIWCTEIG,
KVNOouOG, eEEAKWON dEPUATOG, KVIdWwOn.

MoAU oTrdvieg AoBiIjvwon, TeAayyeiekTaoia.

Alatapay€g TOU HUOOKEAETIKOU OUGTIHATOG KOl TOU OUVOETIKOU 1I0TOU
2TTAVIEG ApBpaAyio/yuadyia, o0OTEOTTOPWAN, KATAYMOTA QT
uTTEPROAIKA KaTaTrévnon

AlaTapayég TwWV VEQPWV KAl TWV OUPOPOPWY 0dwv

Ox1 ouxvég Bapid veppotrdBeia, ve@pik aveTTapKeia
2mavieg Auooupia

MoAU oTrdvieg AlwBaipia, KUoTiTIdA, alyaToupia.

Mn yvwoTég Mpwrteivoupia

Kataotdoeig Tng KUNong, Tng Aoxiag Kal TnG TTEPIYEVVNTIKAG TTEPIOSOoU

Ox1 ouxvég EpBpuikég avwpalieg

Zmavieg AtroBoAnR

Mn yvwoTég EpBpuikdg Bavatog

AlaTapayég TOu avaTTapaywyikoU CUCTAMATOG KOl TOU HOOTOU

ZTAVIES AucAgiToupyia eyunvoppuaiag,

MoAU otrévieg ATEANG woyEvean/oTTEPUATOYEVEDD, AVIKAVOTNTA,

oTeIpdTnTa, ammwAela libido, TTapodiki oAlyooTreppia,
KOATTIKO €KKPIMQL.

Fevikég Siarapayx£ég Kal KATAOTACEIG TNG 080U Xxoprynong
MoAU oTrévieg Alpvidlog Bavartog

AvemOounTeS EVEPYEIEC OTH Wwpiaon |

Agv UTTGPXOUV TTPOCPATEG KAIVIKEG MEAETEG eAeyxOuEveG e placebo oe aoBeveig ue ywpiaon.
Ymapxouv dUo BiAloypagikég avagopég (Roenigk, 1969 and Nyfors, 1978) 1rou treprypd@ouv
MeEYAAeG opddeg (N=204, 248) acBevwyv pe ywpiaon TToU AVTIMETWTTIOONKAV Pe PHEBOTPEEATN.
O1 d60o¢ig €pracav ota 25 mg ava efdoudda kai n Bepatreia xopnynénke péxpr 4 xpovia. Me
e€aipeon TNV aAwTtrekia, QwTtocuaioBnaia, kalr "kauoo Twv depuatikwy BAapwv" (n kdabe
avemmluunTn evépyeia o€ TooooTo 3% - 10%), TO TTOCOOTO TWV AVETIOUUNTWY EVEPYEIWV OF
QUTEG TIG AVA@POPES ATAV i010 PE AUTO TWV PEAETWYV TNG PEUPATOEIDOUG apBpiTIdag.
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Zmavia £xouv ava@epBei eTTWOUVES DIARPWOEIG TWV WWPIATIKWY TTAAKWV.

‘ AVETIOUUNTES EVEQYEIEC OTIC OITTAG TUPAEC UEAETEC yia TN peuuaToeidn apBpitida ‘

Ta T0000Td TwV AVETTIOUUNTWYV EVEPYEIWV TTOU aTTodidovTal 0TN HEBOTPEEATN (T TTOCOOTA TWV
placebo £xouv a@aipedei) oTIG BITTAG TUPAEG peAETEG aoBevwv (N=128) didpkeiag 12 £wg 18
eBdopadwyY pe peupatocidf apbpitida kail Tou éAaBav xaunAr &éon atréd 1o otéua (7,5 €wg 15
mg/eBdoudda) peboTpedrn, didovTal o KATW. ZxedOV OAoI auToi oI aoBeveig BpiokovTav o€
TTapdAANAn Bepatreia un oTeEPOEIdWY AVTIPAEYHOVWIWY QAPHAKWY Kal JEPIKOI AdupBavav
ETTIONG XAUNAEG TTOOOTNTEG KOPTIKOOTEPOEIDWV.

2uxvornra > 10%: augnuéveg TIHEG BEIKTWV NTTATIKAG AsiToupyiag (15%), vauTia/éueTol (10%).
2uxvornra ammd 3% - 10%: Etopartitida, BpouBokuToTTevia, (METPAOEIG AIUOTTETAAIWV
<100.000/mm>).

2uxvornra 1% - 3%: Epubpdtnta/kvnoudg/depuaritida, didppola, aAwTrekia, AcukoTrevia
(Aeukd aipooeaipia <3.000/mm3), TTavkuTTapoTTEVia, {AAnN.

Aev éxel avaepBei TTvEUPOVIKN TOEIKOTNTA OTIG dUO aUTEG PEAETES. 'ETOI, n ouxvoTtnTa eival
mOavwg PIKpdTEPN aTTd 2,5%. H nTaTikn 1oToAoyia dev eEETAOTNKE O€ AUTEG TIG BPAXUXPOVIEG
MEAETEG.

ANeG ANyOTEPO OUXVEG QVETTIBUPNTEG evépyeleg TTEPIAAUBAvVOUV TITWON TOU QIYATOKPITN,
Ke@aAaAyia, Aoipwén Tou avwTePOU avatveuaTIkoU, avopedia, apBpalyieg, Tévo oTo 0TARBO0G,
Brxa, duooupia, diatapaxég NG 6pacng, €mioTagn, TUPETO, Aoipwen, eQidpwon, euBoég, Kal
KOATTIKF) UTTEPEKKPION.

AVETTIBUUNTEG eVEPYEIEG OE PEAETEG VEQVIKNG PEUNATOEIOOUG apBpiTIdaG. ‘
O1 ekdNAWOEIG aveTTIBUUNTWY EVEPYEIWV TTOU ava@EépBnkav g€ TTaIdIA PE VEQVIKA PEUUATOEION
apBpiTida pe TToAuapBpIkr TTPOCROAN, Ta otroia eAdupBavav BepaTreia pe peBOTPEEATN aTTd TOU
oTépaTog ot eBSopadiaieg d6oeig (5 £wg 20 mg/m?/eBdopdda R 0,1 éwg 1,1 mg/kg/eBdopdda)
ATav wg okoAoUBwg (oxedOv OAol o1 aoBeveic eAdufavav Tautdxpova Wdn OTEPOEIDN
avTIQAEyPOVWON Kal KATTolol EAduBavav emiaong XaunAég dOOEIG KOPTIKOOTEPOEIDWV): augnuéva
atmroTeAéopara OTIG UETPAOEIG NTTATIKAG AsiToupyiag 14%, yaoTpeviepIKEG avTIOPAoElG (TT.X.
vauTia, €uetog diappoia) 11%, otouaTinda 2%, Asukotrevia 2% ke@aAaAyia 1,2%, aAwTrekia
0,5%, ¢aAn 0,2%, e¢avonua 0,2%.

Mapdm uttdpyel eptreipia pye doocoloyia éwg 30 mg/mzleﬁéoudéa OTn VEQVIKI PEUMOTOEION
apBpimida, Ta dnuooicupéva oToIxEia yia d6oelg Gvw Twv 20 mg/mzlaﬁéopdécx givalr TToAU
TTEPIOPIOUEVO  yIA VA TIPOCQPEPOUV  aIOTTIOTN EKTIUNCN TNG OuXVOTNTAG QVETIOUUNTWY
EVEPYEIWV.

2.10 Huepopnvia AR§ng Tou rpoidvTog

To poidv dev TIPETTEI VO XPNOIPOTTOIEITAI META TNV nNUEpounvia ARENG TTou avaypdeeTal oTn
OuUOKeUaoia.

2.11 181aiTepeg TTPOPUAAGEEIS yia Tn @UAAEN TOu TTPOoidVTOg

2.12 Hugpopnvia teAguTaiag avaBewpnong Tou @UAAouU odnyiwv:

NAHPO®OPIEZ I''A THN OPOOAOIKH XPHZH TQN ®APMAKQN

o To @appako autd 0ag TO £YPAYE O YIATPOG GAG JOVO VIO TO GUYKEKPIPEVO 10TPIKG aag TTPORANPa. Asv Ba
TTPETTEl VA TO OiveTE 0€ GAAQ ATOUA A VO TO XPNOIMOTIOIEITE yIa K&TTOIa GAAN TTABNON, XWPIG TTPONYOUNEVWG
va €xeTE OUUPBOUAEUTE TO yIaTPO 0AG.

e Edv katd Tn didpkeia NG BepaTreiag eu@avioTei KATTOI0 TTPOBANUA PE TO APHUAKO, EVNUEPWATE APECWS TO
ylaTpd 00G i TO PAPHUAKOTTOIO 0AG.

o Edv éxete kKaTTOI0 EPWTNUATIKA YUPW ATTO TIG TTANPOPOPIEG TTOU APOPOoUV OTO PAPHAKO TTOU AauBAVETE N
XPEIACeOTE KAAUTEPN EVNUEPWON VIO TO IOTPIKO 0OG TTPORANMA, pn dIOTACETE va {NTATETE TIG TTANPOPOPIES
AUTEG ATTO TO YIATPO GAG ) TO PAPUAKOTTOI0 0aG.

e [la va gival atroTeAeoUATIKG Kal A0PAAEG TO GPAPUAKO TTOU 0aG Xopnyhonke Ba rpétel va Aaupdvertal
oupewva e TIG 0dnyieg TTou oag dABnKav.

o [1a TNV ao@AaA&ia oag Kal TNV uyeia oag gival atrapaitnto va diaBdoeTe Ye Tpocoxn Kabe TTAnpogopia TTou
a@opd oTO PAPHUAKO TTOU GAG XOpNnyHOnKe.

o Na un diarnpeite Ta QApUaAKa ae epudpia Tou AouTpou, dIGTI N £0TN KAl N Uypacia PTTopEi va aAAOILGOUV
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TO QAPMAKO KAl VO TO KATAOTACGOUV €TTIBAABES yia TNV UyEia 0aG.
o Na unv Kpatdre APUAKa TToU deV Ta XPEIACETTE TTAEOV 1) TTOU €XOUV AAEEL.
o [0 pyeyaAuTepn ag@AaAeia KPaTATE OAQ TO QAPUAKA € A0QAAEG HEPOG PAKPIA aTTd Ta TTAIOIC.

4. TPONOZ AIAGEZHZ
To @apuaKo autd xopnyeital uévo e I0TPIKA CUVTAYHA.

3. O1 dIkaloUxol Kal avTITTPOCWTTOl UTTOXPEOUVTAI YIA TNV EQAPPOYR TG AVWTEPW EYKUKAIOU.

4.,  Katomyv Twv avwTEpw TTavel va 1IoxUEl N eYKUKAIOG pag pe ap. 72213/13-10-2009.

ATrob£KTNG:
Et.: PFIZER EANAZ AE H ANANAHPQTPIA NPOIZTAMENH A. AYEN
MEZOTEIQN 243
154 51 N. WYXIKO ATTIKHZ ANNA KATZIOH
EZQTEPIKH AIANOMH:
1. Alvon Pap/kwv MeAetwv & ‘Epeuvag
2. A/von Alkwv YTnpeoiwv EAEyyou Mpoidvtwv
Tunua ‘Ekdoong & Kwd. Atropdcewv
3. Ipapuareia EToTnuovikou ZupBouAiou Eykpicewy
(EN/01/2013)
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